i
O0;J1I€ll

O BHECceHNN n3MeHeHMi B ITpaBuia perucTpanuy U SKCIEPTH3HI JIEKAPCTBCHHBIX CPEACTB AJIA
MEIUIUHCKOTO IPAMEHEHHS

Pemenne Coeta EBpasuiickoi s3xkoHoMuueckor komuccuu ot 30 stuBapst 2020 roga Ne 9

B cootBercTBUUM co cratheil 7 CornameHus O €IUHBIX NPUHIUIAX U MpaBuUiax
oOpalieHus JIEKapCTBEHHBIX CPEACTB B paMKkax EBpazuiickoro s5KOHOMHUYECKOTO COr03a OT 23
nexadps 2014 roga u nynkrom 84 npunoxenus Ne 1 k Permamenty pabotsl EBpazuiickoit
DKOHOMUYECKOM KOMMCCHUHU, YTBEpkIAeHHOMY Pemenuem Breicmero EBpasuiickoro
SKOHOMHUYECKOTO coBeTa oT 23 nekadpsa 2014 r. Ne 98, Coset EBpa3uiickoil 3KOHOMHUYECKOU
KOMMCCHUY PEIMIMII:

1. Baectu B IlpaBuna peructpanuu U 3KCHEPTU3bl JICKAPCTBEHHBIX CPEJCTB IS
MEIULMHCKOTO TMpUMEHEHUs, yTBepxkiaeHHble Pemenuem CoBeta Epasuiickoit
SKOHOMMYECKON KOMUCCHH OT 3 HOsIOpst 2016 1. Ne 78, u3MeHeHHUsI COrJIacHO MPHIIOKEHUIO.

2. Hacrosmee Pemenue Bctynaer B cuily no ucredeHuu 30 KaleHAapHbIX THEN C JaThl
ero o(UIMaTBLHOTO OMyOJIUKOBAHUS.

Unenst CoBera EBpasmiickoit 5KOHOMHIECKOM KOMHCCHH:

Or PecryGmxu Ot Pecry6mmxn Ot Pecry6mmxm Ot Ksrpremcroi Ot Poccuiickoit

Apmermx Bemapych Kazaxcran PecnyOmaxw Oeepamm

M. I'puropste N. Ilerprmmerko A. CvmawmioB XK. PazaxoB A. OBepuayk
MNPMJIOXEHUE

K Pemenuto CoBeta
EBpa3uiickoii 3KOHOMUYECKOU
KOMHUCCHU
ot 30 staBaps 2020 1. Ne 9

N3MEHEHN A,
BHOCHMEIE B IIpaBuiia perucTpanyy U SKCIIEPTH3HI JIEKAPCTBEHHBIX CPEACTB 1A
MEIUIAHCKOTO IIPUMEHEHAA

1. ITo Tekcry:

a) cioBa "TUTaH YIIPaBIICHUS pUCKAMH MPU TPUMEHEHUH JICKAPCTBEHHOTO Ipemnapara’ B
COOTBETCTBYIOIIEM NAJEKE 3aMEHUTD CJIOBAMH ''TIJIaH yIPABJIEHUS pUCKaMu';

0) croBo "3asBKa" B COOTBETCTBYIOIIUX YUCIIE U TAJIEKE 3aMEHUTD CIIOBOM "3asiBjieHHe" B
COOTBETCTBYIOIIMX YUCTIE U TAJIEKE.



2. B nyskre 38 cinoBa "mpegocTaBisgeMoOW ydyacTHUKaMm' 3aMEHUTh ciioBaMH

NpeacTaBigeMon cyobekTam'".
3. B a063ame yeTBepTOM IyHKTa 66 CiioBa "Ha 3JIGKTPOHHOM HOCHTEIIE" 3aMEHUTDH CIIOBAMH
"Ha OYMa>KHOM M 3JIEKTPOHHOM HOCUTENSX".

4. AG3a1] yeTBepThI NMyHKTa 86 JHOMOJHUTH CIOBaMU: "(IOMOJHUTEIHLHO MOAYJH 1
PETUCTPALIMOHHOTO J0ChE MPEACTABISAETCS Ha OYMa)KHOM HOCHUTEIE (32 UCKIIOYEHUEM TIaHa
YIpaBIICHUS PUCKaMU, OCHOBHOTO Joche (Mactep-(daiiia) mpou3BOACTBEHHOM MIOMAIKH (
MPOU3BOACTBEHHBIX TUIOMIAZ0K) U MacTep-daiiia no ¢papmakoHaazopy))".

5. B aG3aue BTopom nyHkTa 91 cioBo "kaneHaapHbIX" 3aMEHUTH CJI0BOM 'paboumnx".
6. B mynkre 102 cioBo "uHbOpMAIIMOHHON" UCKITIOYHTD.

7. B npennoxenun neppom nyHkra 120 cinosa "B cooTBeTcTBUM ¢ MyHKTOM 118"
3aMEHUTH CJIOBAMH "B COOTBETCTBUHU C MMyHKTOM 119",

8. ITynkT 180 momoaHUTh ad3araMu CIaeayoero coaepKaHus:

"[locne mpuBeneHUsS PETMCTPALMOHHOIO JOCHhE JIEKAPCTBEHHOTO IIpernapara B
coOoTBeTCTBHE ¢ TpeboBanusiMu Coro3a JI0MyCKalOTCsl TPOU3BOACTBO M BBO3 JIEKAPCTBEHHOTO
npenapata C PErucTPaAllMOHHBIM YJOCTOBEPEHUEM, BBIJJAHHBIM B COOTBETCTBUM C
3aKOHOJATEIbCTBOM TOCyJapcTBa-ujieHa, B TeueHue |80 KaneHmapHBIX JHEH C AaThl
MPUBECHUS] PETUCTPAIIMOHHOTO J0Ch€ B COOTBETCTBHE ¢ TpeOoBaHusiMu Coro3za (matoi
MIPUBEICHUS] CYUTACTCS J]JaTa BHECEHUSI COOTBETCTBYIOIIUX CBEJICHUN B €IMHBIN peecTp).

JlonyckaeTcsi OHTHOBPEMEHHAs peanu3alus JEKapCTBEHHOr0 Ipenapara 10 OKOHYaHUs
CpOKa €ro rOJHOCTH B YNAKOBKE M C HUHCTPYKIMEW MO MEAUIMHCKOMY IPUMEHEHHIO,
COOTBETCTBYIOIIMMH JOKYMEHTaM HW CBEACHHUSM U3 PETUCTPALMOHHOIO JOChE,
YTBEPKJIEHHOTO B COOTBETCTBUM C 3aKOHOJATEIbCTBOM TOCYJapCTB-UJICHOB, |
PETHCTPAIIMOHHOTO JI0ChE TPUBEACHHOTO B COOTBETCTBUE ¢ TpeboBanusmu Coroza.".

9. B nmpunoxennu Ne 1 k ykazanasiM [IpaBunam:

a) B a0Ozame BTOpoM mnyHKTa 1.6.1 cioBa "mpouwsBoauUTENs HaJIEKaIen
MPOU3BOJICTBEHHON TMpaKTUKE" 3aMEHUTh CJIOBaMH 'MPOU3BOJCTBEHHON IIOMIAJKA
MIPOU3BOIUTEN TPEOOBAHUIM HAJIeXKAIIel TPOU3BOJCTBEHHON MPAKTUKU";

0) B myHkTe 1.6.3 cioBa "Ha pa3HbIe 3Talbl" 3aMEHUTH CJIOBAMH ""Ha pa3HbIX dTanax";

B) B myHKkTe 1.7.2 cnoBa "mo JOKIMHUYECKUM JaHHBIM" 3aMEHUTH cloBamMu "
JNOKJIMHUYECKHUX HUCCIICIOBaHNI",;

r) B ab3aile mepBoM myHkTa 1.7.3 cioBa "Mmo KJIMHUYECKUM JJaHHBIM" 3aMEHUTH clioBamu "
KJIMHAUYECKUX HUCCIeq0BaHNM";
1) B ab3ale nmepBoM mojpaszjenia 2 paznena I cioBo "gaHHBIX" B COOTBETCTBYIOIIEM
majie’ke 3aMECHUTH CJIOBOM "HcClIieJoBaHUI";
€) B ab3ale TpeTheM NyHKTa 2.3 cioBa "M yCTaHOBKHM'" 3aMEHHUTH CJIOBaMH "H
pyKoBojacTBa";
’K) B ab3arie TpeTheM ITyHKTa 2.5 cioBa "1jis MpuMeHeHus" cioBaMu "K MPUMEHEHUIO";
3) B myHKTE 2.6:



B a03ale mepBOM CjIoBa "MO JOKIMHUYCCKUM HCCIEIOBAaHUAM'" 3aMEHHUTH CJIOBaMH

JOKJIMHUYECKHUX UCCIICIOBaHMI";

B a03al1ie BTOPOM CJIOBa "MOKIMHUYCCKUX JAaHHBIX" 3aMEHHUTH CJIOBAMH " TOKIMHUYECKHUX

HcclieJoBaHui";
1) B yHKTax 2.6.1 — 2.6.6 cioBo "qaHHBIX" 3aMEHUTH CIIOBOM ''HcCcle0BaHUMN";
K) B ab3a1ie mepBoM ImyHKTa 2.7 ¢10BO "/MaHHBIX" 3aMEHUTH CIIOBOM "HCCIIeIOBaHM ",

1) B nyHkTax 3.2.S5.2.6) u 3.2.P.3.a) cioBa "KaxJI0M HCIOJIb3yEMOM MPOU3BOJCTBEHHOM
y4acTke" 3aMEHHUTH CIIOBAMHM "Ka)JA0W UCOJIb3yEMOI TPOU3BOJCTBEHHOM mIomaake";

M) B a63aime nepBoMm myHkTa 3.2.R.1 cinoBa "Jlocke MPOU3BOJACTBEHHOTO ydacTka"
3aMEHUTH CJI0BaMH "3anucH (OTYETHI) O MPOU3BEACHHBIX CEPUAX MPOAYKIUNU';
H) B ab3aue nsTom nyHkta 4.2.1 cioBa "nmns npuMeHeHUA" 3aMEHUTH CIOBaMH 'K
MIPUMEHEHUIO";
0) B ab3alie BTOpOM MOJNyHKTa "1a" myHKTa 5.2 cioBa "misi mpuMeHeHus" 3aMEHUTh
CJI0BaMU "K MPUMEHEHUIO";
1) B ab3arie BTopoM nyHKTa 5.3.1 cioBa "mmpuMeHeHHs Ipolieayphl OnoBeiiBep" 3aMEHUTh
cioBoM "OuoBeiiBepa';

p) B abzare nmepBoM myHKTa 5.3.5.1 cnmoBa "misi mpuMeHeHUs" 3aMEHUTH CJIOBaMH 'K
MIPUMEHEHUIO";

c) B ab3arie BTopoM IyHKTa 6.4 ciioBa "mo mporieaype OuoBeriBep' 3aMEHUTDH CJIOBaMU "'TIO
ouogeliBepy";

T) B ab3arie TpetbeM myHkTa 10.2 cinoBa "B otyete niccnenoBanus’ 3aMeHUTH cioBamu "B
oTueTe 00 HccileqoBaHuu",;

y) B myHkTe 12.2.2 crnoBa "OkcnepTr3a v Bbljavya 3aKJI0UYEHUs." UCKIIOYUTh;

() TOMOJIIHUTD MYHKTOM CJIEIYIOLIErO CONECPKAHUS:

"12.2.3. DkcnepTr3a 1 Bbl1avya 3aKIOUYCHUN. " ;

X) B ab3amax IIecToM M ceabMOM myHKTa 15.1.1 cioBa "KakIpli MPOM3BOICTBEHHBIN
y4acTOK'" 3aMEHUTH CJIOBAMHM "KaxkJias IPOU3BOICTBEHHAs IUIOIIAIKA " ;

1) B ab3are mepBoM NyHKTa 16 cioBa "(MCKIIOYUTENbHBIC 00CTOSATEILCTBA)" 3aMEHUTD
cioBamMu "(pPEruCTPallMOHHOE JIOChE JJIA 3asBICHUN HAa PETUCTPALMIO C YCTAHOBICHHEM
MOCTPETUCTPALMOHHBIX MEp (pPErucTpaLys Ha YCIOBUSIX))" .

10. B npunoxennn Ne 2 x ykazanubM [IpaBunam:

a) Tabnuily nyHkta 1.1.3 10NOJHUTE MO3ULIMEN CIAEAYIOIIETO COAEPKAHUS:

HHBIC rocy1apCTBa — YJICHBI EBpaSHﬁCKOFO 3KOHOMHYCCKOI'0 COro3a JIJIsd Ioaadu 3asBJICHUA (HpI/I HaHI/I‘II/II/I) "

B

0) B myHKTe 2.5.5 cnoBa "akTUBHOM (papMalieBTUUYECKON cyOcTaHIusA" 3aMEHUTD CJI0OBaMU
"aKTUBHOU (papMalleBTUUECKON CyOCTaHITH'".

11. B Tabnuue paznena | npunoxenus Ne 4 k ykazanubsiM [IpaBuiam:

a) IONOJIHUTH MO3ULIUEN CIEAYIOIIETO COAEPIKAHUS:



, 1.5.7 TIpoeKkT HOPMATHBHOTO JOKYMEHTA TI0 KaueCTBY, MOATOTOBIECHHBIH B COOTBETCTBUM C PyKOBOICTBOM
110 COCTABJICHUIO HOPMATUBHOTO JOKYMEHTA 110 Ka4eCTBY JIEKAPCTBEHHOTO IIpernapaTa, yTBep>KJICHHbIM 5
Pemenuem Konnerun EBpa3suiickoit SKOHOMHYECKOU KOMUCCHHU
ot 7 ceHta6ps 2018 r. Ne 151

0) B mo3unuu 1.6.1:

n

cioBa "mpouszBoauTeNs (MPOU3BOJACTBEHHOM IIIOMIAAKKA)" 3aMEHUTH CIIOBaAaMHU
MIPOU3BOJICTBEHHO! IUJIOIIA/IKK TPOU3BOAUTENS " ;
CJI0Ba "COOTBETCTBHUE MPOUZBOAUTENS TPEOOBAHUSIM'" 3aMEHUTH CIIOBAaMHU ""COOTBETCTBHUE
MPOU3BOICTBEHHOM IIIOMIAIKH MPOU3BOIUTENS TPEOOBaHUIM "
B) MO3ULKIO 1.6.9 3aMEHUTDH MO3UIIMEN CIETYIONIET0 COJIEP KAHMS:

"

. 1.6.9 cormacue Ha nposeleHue GapMaLEeBTUYECKOH HHCHEKIMH HAa COOTBETCTBUE TpeOOBaHUAM
MEKIyHapOAHBIX IOTOBOPOB M aKTOB, COCTABIISIONIMX IIpaBo Coro3a ;

r) mo3uiuu 1.7.2 u 1.7.3 3aMeHUTh MO3UITUSIMH CJICTYIOIIETO COICPIKAHMUS:

nHpopManus (KpaTkoe pe3loMe) O CICIHATUCTe, MOATOTOBUBIIEM pE3IOME IOKIMHUIECKUX

"1.7.2. .
HCCIIeJOBaHUN

uHopmanms (KpaTKoe pe3loMe) O CIHEHHUANKNCTe, MOJTOTOBUBIIEM pE3IOME KIUHUYECKUX
HCCIIeTOBAHUH

"n.
B

1.7.3.

1) TO3UIKK 2.6 — 2.7 3aMEHUTH MO3ULIUSIMU CIEAYIOIIETO COACPKAHUS:
" 2.6. Pe3roMe DOKIMHUYECKUX MCCIEIOBAHUI

2.6.1. Baenenne

2.6.2. Pestome (hapmakonornueckux nccie0BaHui B TEKCTOBOM hopmare

2.6.3. Pesrome (apMakoIOrnaecKuX UCCICAOBAHMA B BUIE TaOJIHIT

2.6.4. Pestome (hapMaKOKMHETHUECKHX UCCIIENOBAaHUN B TEKCTOBOM (hopmarte

2.6.5. Pesrome (hapMakOKHHETHIECKHUX HCCIICIOBAHUH B BUIC TaOIHII

2.6.6. Pe3toMe TOKCHKOIOTHYECKUX UCCIIeIOBAaHUN B TEKCTOBOM (opmaTe

2.6.7. Pe3roMe TOKCHKOIOTMYECKUX UCCIIEA0BAHNUI B BUAE TaOIHULI

2.7. Pe3roMe KIMHUYECKUX UCCIIEI0BAHUI "

) no3unuio 3.2.P.5.2 3aMEeHUTh MO3UIIMEN CIEAYIOIIETO COACPIKAHUS:
" 3.2.P.5.2. AHaITUTHYECKHIE METOIUKH

) o3unuio 3.2.A.3 3aMEHUTD MO3UIUSIMH CIICAYIOIIETO COACPKAHUS:
"' 32.A.3. HoBble BcmoMoraTeiabHbBIE BEIIECTBA

CBC}]CHI/IS{ O BCIIOMOT'aTCJIBbHBIX BCHICCTBAX (BOCCTaHOBI/ITeHﬂX, PaCTBOPUTEIIAX, pa36aBI/ITeJ'I5[X,

3.2.A3.1.
HOCHTEJISIX)

39A32 Orvcanne u COCTaB BCIIOMOTATENBHOTO BEIIECTBA (BOCCTAHOBUTENS, PACTBOPHUTENS, pa30aBUTENs
U, mocwuTens)

39 A33 dapmaieBTHYECKas pa3paboTKa BCIOMOIaTENLHOrO BEIeCcTBa (BOCCTAHOBHUTEIIS, PACTBOPUTEIS,
7T pas6aBurennst, HOCHTEIs)

39.A3.4 [Iporecc MPOHM3BOICTBA BCIIOMOTATENBHOTO BEIIECTBA (BOCCTAHOBHUTENS, PACTBOPHUTEIIS,
T pasbaBuTeNs, HOCUTENS)

39 A3S Cocrag Ha ceputo (IPOU3BOJCTBEHHAS PELENTYPA) BOCCTAHOBUTENS, PACTBOPUTEIIS, pa30aBuUTENs,
T Hocurens

39 A36 KoHTpOJIb KauecTBa BCIIOMOIaTENLHOrO BENeCTBa (BOCCTAHOBHUTEIS, PACTBOPUTENS, pa3baBuTelis

, HOCUTeIA)

3.2.A.3.7. MuxpoOHOIOTHIECKHE XapaKTEPUCTHKN BOCCTAHOBHUTEIS, PACTBOPHUTEIIS, pa30aBUTEI, HOCUTEIIS



319A38 Cucrema ymakoBKH (YKYHOpPKH) JIs BCIIOMOTAaTEIbHOTO BellecTBa (BOCCTAHOBHUTENS,
T pactBopuTenst, pa3sO0aBUTENS, HOCUTENS)

CTabuIbHOCTE BCIIOMOIaTEIBHOTO BCIICCTBA (BOCCTaHOBI/ITCJ'IH, pacTBOPUTECIIA, pa36aBI/ITCJ'IiI,

3.2.A3.9.
HOCHTEJIS)
3.2.A
310 CBezieHNs 0 COBMECTUMOCTH BOCCTAHOBHTEIIS, PACTBOPUTEIS], pPa30aBUTENs], HOCHTEIS "
.3.10. ;

3) no3uuio 3.2.R 3aMEHHUTh NO3ULIUSIMU CIEAYIOIIETO COAEPKAHUSL:
" 3.2.R.  PernonanpHas undopmanus
3.2.R.1. 3amucu (OTYETHI) O IPOU3BEACHHBIX CEPUIX MPOAYKIIUI
3.2.R.2 BanupmanuoHHbII MacTep-IIaH
3.2.R.3. Tlocnemawmii 0630p MO Ka4eCTBY JIEKaPCTBEHHOTO IpernapaTa

PykoBoacTBO MO KadecTBY (J1abopaTOpHOE PYKOBOJCTBO) JTa0OpaTOpUU KOHTPOJS KadecTBa

3.2.R 4.
IMPOU3BOAUTCIIA
32R5 CIHCOK aHaJUTHYECKHUX MCTOJAUK, KOTOPBIC BBIIIOJIHACT Ha60paTOpI/I5{ KOHTPOJISI KadeCTBa
T mpoussopuTens "
"***"
1) CHOCKY CO 3HaKOM HCKJTIOYUTD.

12. B npunoxennn Ne 5 xk ykazanubeiM [IpaBunam:
a) B HAMMEHOBAHUY NPHIIOKEHUS CJIOBO "Ha3HAUYEHHs' 3aMEHUTh CIIOBOM "TIPUMEHEHHS";
0) pazaen VI U3JI0KUTh B CIEAYIONIEH pelaKIuu:

"VI. Oprammsamusa OT/] mia perucTpanyu JIeKapCTBEHHBIX
IIPenapaToB I MEIUIMHCKOTO IIPAMCHECHHSA

Moayns 1. AnmunucTpaTuBHas HHOOpPMAITUS

1.1. Conepxxanue

1.2. O0mas noKyMeHTalus

Moayns 2. Pe3toMe 00111ero TEXHUYECKOTO TOKYMEHTa

2.1. Conepxanue moxayJeun 2 — 5

2.2. Beenenue B OT/]

2.3. O01ee pe3toMe 1Mo KauecTBY

2.4. O630p JOKIMHUYECKUX JTAHHBIX

2.5. O030p KIMHUYECKUX JaHHBIX

2.6. Pe3tomMe TOKIMHUYECKUX UCCIETOBAHUIM

Pestome papmakosornueckux ucciaea0BaHuml

Pestome (papMakOoKMHETHIECKUX HCCIIEOBAHUI

Pe3toMe TOKCHKOIOTUYECKHUX UCCIIeI0BaHUN

2.7. Pe3toMe KIIMHUYECKUX UCCIIEIOBAaHUN

Pestome OnodapManieBTHYECKUX UCCIAEAOBAHUN U CBS3aHHBIX C HUMHU aHATUTHYECKUX

METOJIOB

Pestome nccnenoBanmii mo KIMHUYECKON (hapMaKOIOTHU

PestoMe o knuHu4eckoit 3 pekTuBHOCTH



Pestome 1o kamHUYECKOM 0€30MacHOCTH

Konuu ucnosib30BaHHBIX JTUTEPATYPHBIX UICTOUHUKOB

Kpatkwuii 0630p UHIUBHIYATHHBIX UCCIIEIOBAHUN

Mopyins 3. KauecTBo

3.1. Conepxanue Moyis 3

3.2. OCHOBHEIE CBEICHUSI

3.3. Konnu HCnoIb30BaHHBIX JINTEPATYPHBIX HCTOYHUKOB

Moaynb 4. OT4eThl 0 TOKIMHUYECKUX (HEKIMHUYECKUX ) UCCIEAOBAHUIX
4.1. Conepxanue Moy 4

4.2. Otyetsl 00 UCCIEAOBAHUIX

4.3. Koy ucronb30BaHHBIX JTUTEPATYPHBIX HCTOYHUKOB

Moayib 5. OT4eThl 0 KIMHUYECKUX UCCIETOBAHUSIX

5.1. Conepxxanue Moayns 5

5.2. IlepeyeHb BceX KIMHUYECKUX UCCIETOBAHUM (UCTIBITAHUI) B BUJIE TAOIHI]
5.3. OTueThl 0 KIMHUYECKUX UCCIEIOBAHUAX (MCTIBITAHUSAX )

5.4. Konnu BCOJIb30BaHHBIX JIMTEPATYPHBIX HICTOUHHUKOB';

B) no3uiuu 3.2.A.3 u 3.2.R paznena VII u3noxuts B caeayronei peaakinm:

" 32.A3 32.A3.1
3.2.A32
32.A33
32.A34
3.2.A35
3.2.A3.6
3.2.A3.7
3.2.A38
3.2.A39
3.2.A3.10

3.2R 3.2R.1
3.2R2
3.2R3
32RA4
3.2R5 "

13. B npunoxenuu Ne 10 k ykazanueim [IpaBuiiam:
a) B mepBoM ctoJione Tadbnuibl 2 qonoaHeHus Ne 1 6yky "C" 3amenuTs OykBoit "S";
0) B paznene "Tabnuia m3amMeHeHUN Mexay pa3audHbiMU BepcusiMu MDADC"
nomoHeHus Ne 3:
cJI0Ba "OpraHoOM-rocyapcTBa-ujeHa" 3aMEHUTh CI0BaMH "OpraHoM rocyaapcTBa-dieHa';
nozunuio "TABJIMIJA USMEHEHUE" 3amenuts no3unueit "TABJIUIIA N3MEHEHUUN



14. B aG3arie BTopom nozpasnaena "Bonpockr pazpadoTku" paznena I mpunoxenus Ne 13
K yka3zaHHbIM [IpaBumam cimoBa "NOKa3aHHMS MO NPUMEHEHUIO' 3aMEHUTH CJIOBAMH
MOKa3aHUs K TPUMEHEHUIO".
15. B pazgene I npunoxenus Ne 15 k ykazanusim [IpaBunam:
a) B ab3ame BTopoM myHkTa 1.1.3 crnoBa "mo mpuMeHEHHIO" 3aMEHUTH CJIOBaMH 'K
PUMEHEHUIO";
0) B noanyHkTe "a" mynkra 2.1.1 cioBo "0030pbl" 3aMEHUTH CI0BOM "pe3tome”;
B) B a03aile 4eTBEPTOM IMyHKTa 3.2 cjioBa "MO MPUMEHEHHIO" 3aMEHUTH CoBaMu 'K
IIPUMEHEHUIO".
16. B nonpaznene 11.4. paznena I npunoxxennst Ne 16 k ykazanusiM [IpaBunam:
a) B ab3a1ie mepBoM CJIOBO "ydyacTkax'" 3aMEHHUTh CJIOBOM "TiTomiaakax', cjioBa "MaHHOTO
y4acTka" cjoBaMH "JaHHOM TUIOMIAIKK";
0) B ab3a1ie BTOpOM CJIOBO "ydacTKax'" 3aMEHHUTh CJIOBOM '"TUIONIaAKax";
B) B a03alle TpeTheM cJioBa "y4acTKOB" 3aMEHUTH CJIOBOM "TUIOMIaA0K", cJIOBO "yudacTkax"
3aMEHUTH CJIOBOM "Turomaakax".
17. B npunoxennn Ne 17 x ykazanuem [IpaBuiiam:
a) cioBa "PETUCTPAILIMOHHOE YJIOCTOBEPEHUE nekapcTtBeHHOTO npenapara”
3aMEHUTH TEKCTOM CJIEAYIOIIETO COAEPIKAHUS:
"EBPASUMCKUN DKOHOMMUYECKUHN  COIO3

HAaWMEHOBAHHE YOOJIHOMOYEHHOTO oprana
PETUCTPAIIMOHHOE YIOCTOBEPEHUE
JIEKapCTBEHHOIO Mpenapara g MEAULMHCKOTO MPUMEHEHUS " ;
0) JOTIOTHUTH TO3UIUEN CIIETYIONIErO COACPKAHUS:

" 14 Cpox rogHoCTH
18. B npunoxenuu Ne 19 k ykazanueim [IpaBuiiam:
a) nyHKT 1.3.4 pazaena | 1oMoaHUTH MPEIIOKEHUEM ClIeyIONIero cojaepxxkanus: "B
nonosHeHNH VI mpuBeneHa Kiaccu(pUKaIUs H3MCHEHHH B PErUCTPAIlMOHHOE JTOChE, KOTOPBIC
NOMYyCKAeTCsd BHOCUTh OJHOBPEMEHHO C TMOJAayeil 3asABJICHUS Ha MPUBEICHUE
PETUCTPALIMOHHOTO JIOChE B COOTBETCTBHE C TpeboBaHusiMu Coro3a, MpPelyCMOTPEHHOM
nyHkToM 172 TIpaBuil peructpaiiuy JeKapCTBEHHBIX CPEICTB.";
0) B IONOJIHEHUU V:
B myHKTe A.7 mo3unuio "1. B popme 3asBieHuss 0 BHECEHUU M3MEHEHUH HEOOXO0IUMO
YeTKO 0003HAYUTh TEKYIIUX U MpeJjaraeMbIX MPOU3BOAUTENCH, MEPEUUCICHHBIX B pa3jeie

' 3ameHuTh no3unuer "l1. B myHKTe 0 BHOCHMBIX

2.5 dbopmbl 3asBICHUS] O perUCTpanuu.'
U3MEHEHMSIX 3asiBJICHUS O MPUBEJCHUHM PETUCTPAIMOHHOTO JI0OCbE B COOTBETCTBUE C

TpeboBanusiMmu Coro3a (B COMPOBOAUTEIBLHOM MHChME, (OpMe 3asdBICHHS O BHECECHUU



W3MEHEHUH, TPUIIOKEHHOU K COMTPOBOIUTEILHOMY MUCHMY) HEOOXOIMMO YETKO 0003HAUUTD
paHee 0JIOOpEHHBIX U MpejiaraeéMblx MPOU3BOAMUTENEH, KaK YKa3aHo B pazaene 2.5 popMbl
3asBJICHU.";

B nnyHkrte b.l.a.l:

nosuruo "5. B Qgopme 3asBieHUs 0 BHECEHWM M3MEHEHUN HEOOXOIUMO YETKO
0003HAYUTh TEKYLIUX U MpeJjlaraeMblX MPOU3BOIUTENEH, KaK YKa3aHo B paznene 2.5 hopmbl
3asABJICHUA." 3aMEHUTH MO3uULKEN "S. B IyHKTE€ O BHOCHMBIX M3MEHEHUSAX 3asBICHHS O
MPUBEJCHUN PETUCTPAIIMOHHOTO JO0Che B COOTBETCTBHE ¢ TpeboBanusamu Coro3za (B
CONPOBOAUTEIHLHOM THCHhME, (GopMe 3asiBJICHUS] O BHECEHUU U3MEHEHHH, MPUIIOKEHHOU K
CONIPOBOJIUTEIILHOMY IHCHbMY) HEOOXOAMMO YETKO O0003HAYWUTh paHee OJO0OPEHHBIX H
npeajiaraeMbIX IPOU3BOAUTENEH, KaK YKa3aHO B pazjene 2.5 hopmbl 3asBieHus.";

B mo3unuu 6 cnoBa "kBanuduinupoBanHoro sguna (KJI)" 3amenuts crmoBamu "
YIOJIHOMOYEHHOT0 Jiuna';

B noanyHkte "a" myHkra b.ll.a.3 B no3unusax 1 u 2 B rpade "Heobxogumele yciaous"
udper "11" 3ameruTs 1tudpamu "10";

B nyHkTe b.11.6.1 mo3unuto "3. B ¢popme 3asBIeHUsI 0 BHECEHUU U3MEHEHHI HEOOXOUMO
YETKO yKa3aTh "TeKymux" u "mpeajgaraeMbix" Mpou3BOAUTENEH JIEKAPCTBEHHOTO Mpemnapara (
corJlacHO paszfeny 2.5 GopMbl 3asBiieHuUs)." 3aMEHUTH Mo3ulien "3. B myHKTe 0 BHOCUMBIX
M3MEHEHHUSIX 3asBJICHUS] O MPUBEJACHUHU PETUCTPALMOHHOTO JI0ChE€ B COOTBETCTBHUE C
TpeboBanusiMmu Coro3a (B COMPOBOAUTEILHOM MHUCbME, (popMe 3asdBICHUS O BHECEHUH
W3MEHEHUH, TPUIIOKEHHOW K COMTPOBOIUTEILHOMY MUCHMY) HEOOXOIMMO YETKO 0003HAYNUTH
paHee 0JIOOPEHHBIX U IMpeJjiaraeMbix MPOU3BOAMUTENEH, KaK YKa3aHo B paszfeie 2.5 GopMbl
3asBJICHUS.";

B myHkTe b.11.6.2 mo3umuto "2. B ¢popme 3asiBieHnss 0 BHECEHHH U3MEHEHUN HEOOX0 MO
yka3ath "Tekyuux" u '"mpeanaraembix" Npou3BOAUTENEH JIEKApCTBEHHOro IMpemnapara (
corjlacHO paszaeny 2.5 GopMbl 3asBieHU)." 3aMEHHUTH MO3UIMEH "2. B MyHKTE 0 BHOCHMBIX
M3MEHEHUSX 3asBJICHUS O MPUBEIACHUU JOChE B COOTBETCTBHE ¢ TpeboaHusmu Coro3a (B
CONPOBOAUTEILHOM MHUCHME, (OpME 3asIBJICHUSI O BHECEHUU U3MEHEHUH, MPUIIOKEHHOU K
CONPOBOJIUTEIILHOMY MHCHbMY) HEOOXOAMMO YETKO 00O03HAUUTh paHee OAOOpPEHHBIX U
npeajiaraéMbIX IPOU3BOJIUTENEH, KaK YKa3aHO B paszzaene 2.5 popmbl 3asBieHus.";

B nmyHkTe b.11.6.4:

cioBa 'r) ykpynHeHue" 3aMEHUTh ciloBamu "1) ykpynHenue'", cioBa "a) macmrtad"
3aMEHHTH clioBaMH "e) MaciiTald'.

B nyHkrte b.IL.T.1:

MOJMYHKT "U" M37I0XXUTh B CIAEAYIONIEH pelakuuu: "u) BBOAUTCS cTaThsid dapmakornen
Coroza "OJHOPOJTHOCTh JIO3UPOBAHHBIX €IMHUI" B IENAX 3aMEHBI paHee OJ00pPEHHOIO
3apEeruCTPUPOBAHHOTO MeToAa JIN0O cTaThs "OAHOPOAHOCTh MACChl €IUHUILIBI TO3UPOBAHHOM
JeKapCcTBEHHON (DOPMBI (JIO3UPOBAHHOTO JIEKAPCTBEHHOTO Tpernapara)"";



B no3uuuu 8 cinosa "nerctytomiee Gapmakomnee” 3aMEHUTH CIIOBaMU " AEHCTBYIOLIEH
®apmaxornee Coroza';

no3uivio 10 U3M0XKUTh B CAEAYIONIEN peAaKIINN:

"10. [IpemyaraeMblii KOHTPOJIb MOJHOCTHIO COOTBETCTBYET Tabuuile cratbil DapMakoneu
Coro3a "OZHOPOAHOCTH MacCChl EAMHUIBI JO3UPOBAHHON JIEKAPCTBEHHOM QopMbI (
J03UPOBAHHOTO JIEKAPCTBEHHOrO Mpemnapara)’ U HE BKIIOYAeT B Ce0sl MPEeasioKEHUs
aNbTEPHATUBHBIX UCIBITAHUNA OJHOPOJHOCTH JO3UPOBAHUS C MMOMOIIBIO BapuallUd MacChl
WJIM OJTHOPOJTHOCTH COJIEPKAaHMUSI, €CIIM 3TH aJbTEPHATUBHBIC UCTIHITAHUS YKa3aHbl B TAONHUIIE
cratbu  @apmakonen Corsza "OAZHOPOAHOCTH MAcCChl E€IWHUIBI JO3UPOBAHHOU
JIEKapCTBEHHOU (OpMBI (JIO3MPOBAHHOTO JIEKAPCTBEHHOTO Ipemnapara).”;

B nyHkte b.III.1 nmo3unuto "2. [lpu nobGaBneHun mpou3BOJCTBEHHOH IJIOIIAJAKU — B
dbopme 3asgBICHHS O BHECEHHH HM3MCHCHHUM HEOOXOJMMO 4YEeTKO 0003HA4YuTh "
3aperucTpupoBaHHbIX" U "mpemiaraeMbiX' MPOU3BOAUTENICH, KaK yKa3aHO B paszueie 2.5
dopmbl 3asBieHus)." 3ameHuTh nosunuend "2. Ilpu poOaBieHMHM NPOU3BOJCTBEHHOU
NJOMIAAKU — B IYHKT€ O BHOCUMBIX HM3MEHEHHUSX 3aABIICHHUS O IPUBEICHUHU
PETUCTPALIMOHHOTO J1I0ChE€ B COOTBETCTBUE ¢ TpeboBaHusAMHU Coro3a (B CONMPOBOAUTEIHHOM
nuceMe, popMe 3asiBICHUS O BHECEHUU M3MEHEHUH, MPUII0KEHHOM K CONMPOBOIUTEIHLHOMY
MUCbMY) HEOOXOAMMO YETKO OO03HAYUTh TEKYIIUX W IMpejiaraeéMblX MPOU3BOAUTENEH, KaK
yKazaHo B pasnene 2.5 ¢popMsbl 3asBlieHUS.";

B) AonoNHUTH npuiioxkenne Ne 19 nononnenuem VI cienyromniero conepxaHusi:

"JJomoOJNIHEHUE VI
[lepeuenp  HU3MEHEHWW, KOTOpPbIE B  COOTBETCTBHMM €  INyHKTOM 172
[IpaBun  perucTpamuu MU  SKCHEPTU3Bl  JIEKAPCTBEHHBIX  CPEJICTB, MOLYT
BHOCUTBCS 3asIBUTEJIEM OJJHOBPEMEHHO C MPOLIEAYPON TPUBEAEHUS PETUCTPALMOHHOTO JIOChE
JEKAPCTBEHHOTO npenaparta
B COOTBETCTBUE C TpeOoBaHusiMu Coro3a

1.O1HOBpEMEHHO € Mojavyeil B yHOJHOMOYEHHBIM OpraH (3KCHEPTHYIO OpraHU3aIlUIo)
rocyJapcTBa-ujeHa 3asBJICHNs Ha MPOBEJICHNE IPOLEIYpPbl IPUBEACHUS PETUCTPALUOHHOTO
JI0Che B COOTBETCTBHE C TpebOoBaHusMu (Coro3a HEe MOTYT IOJIaBaThCs HM3MEHEHUS,
ABJISIIOLIMECS PACIIMPEHUEM PETHCTPALMM, 32 UCKIIOUEHHUEM M3MEHEHHs WU J100aBIeHUs
HOBOM JO3UPOBKH (AKTUBHOCTH ) JIEKAPCTBEHHOIO MpEmapara.

A. AAMUHUCTpATHUBHBIE U3MECHEHUS

A.l. N3MeHeHne HamMeHoBaHWe W (Wiau) anpeca nepxkarens Heobxomumbie JlOKyMEHTHI I
oreaypa
PETUCTPALHOHHOIO YIOCTOBEPEHUS yCIIOBUS W TaHHBIE P P

1 1,2 ALy

Y ¢ 1 o B W A
1. lep>xaTens perucTparioHHOTO YIOCTOBEPEHHUS TOJDKEH OCTABATHCA TEM Ke IOPUINICCKAM JIUIIOM.

JdoxywMmMeHT anuwus
1. JIOKyMEHT OT COOTBETCTBYIOIIEIO YIIOJIHOMOYCHHOTO OpraHa (HalpuMep, HaJOroBOTO OpraHa), B KOTOPOM



yKa3aHo HOBOE HalUMEHOBaHUE UIHU aapec.
2. IlepecmoTpeHHas HHGOPMAIHS O JICKAPCTBEHHOM IIpernapare.

A.2. V3meneHue (TOProBOro) HaWMEHOBaHUSA JeKapcTBeHHOTo  Heobxomumbie JlokyMeHTHI

IIpouenypa
npemnapara yCI0BUA U JJAHHBIC
6) JlexkapcTBeHHBIE TIpemapaThl, 3aperHCTPUPOBAHHBIC II0
HaIlMOHANIBHOW TIporenype (perucTpamusi TOJNBKO B pedepeHTHOM — 2 IB

ToCyapcTBe)

JdoxyMmMeHT anuuus
2. [lepecmoTrpeHHas nHMpOpMAIIHS O JICKAPCTBCHHOM Ipernapare.

A.3. V3veHeHne HaMMEHOBAaHMS aKTHBHOW QapmaneBTnueckoii Heobxomumeie JIOKyMEHTHI

IIpouenypa
CyOCTaHIIUK UITK BCIIOMOTaTeNILHOTO BEIECTBA YCIIOBHS U TaHHBIE

1 1,2 ALy

YV ¢ m1 o B uW 4
1. ®apmaneBTHUeckas CyoCcTaHIHS (BCTIOMOTaTeIbHOE BEIIECTBO) HE H3MEHSACTCS.

JdoxywMmMeHT anuwuws

1. CeuzmerenscTBO BcemupHO# opraHu3anuu 31paBOOXpaHCHUS OO0 YTBEPXKICHUU MEXKIyHAPOIHOTO
HEMAaTeHTOBAHHOIO HAMMEHOBAHMS HJIM KOS MEPEUHS MEKAYHAPOJHBIX HEMATCHTOBAHHBIX HAUMEHOBAHHIA.
Ecnu mpuMeHnMO, MOATBEPKACHHE TOT0, YTO U3MEHEeHHe cooTBeTcTBYeT Papmakonee Coro3a mwiu hapMmakornesim
rocyiapcTe-aieHoB. Jlekiapainus, 4YTO HaWMEHOBaHUE JIEKAPCTBEHHBIX PACTHTEIbHBIX MPENapaTroB
COOTBETCTBYET aKTam, BXOAS UM B npaBo Cormw3a.

2. IlepecmoTrpenHas uHpopMaIHs O JCKAPCTBCHHOM Ipernapare.

A.4. VzMeHeHUe HaWMEHOBaHHMA W (WIHM) aapeca: MPOU3BOIUTEINS (
BKITIOYAsl, €CITH NMPIMEHUMO, TUIOMAIOK 110 KOHTPOJIO KadecTBa), WIH
nepxaresst MOADC, win MocTaBIIMKa aKTHBHON (hapMaIleBTHYECKON

Cy6CTaHHI/II/I, HUCXOOHBIX MaTepI/IaJ'[OB, peaKTI/IBOB NiIn HpOMC)KyTO‘-IHLIX
Heobxomnmeie JIoKyMeHTHI

MNPOAYKTOB, HCIOJB3yEeMbIX B MPOU3BOJCTBE AKTUBHOM [Tpouenypa
N YCIIOBUSI U TaHHBIE
(hapmMareBTHUCCKOW CyOCTaHITUH (€CIIM YKa3aHO B TEXHHYCCKOM JIOChE),
€CIM B PETUCTPAIMOHHOM JI0OChE OTCYTCTBYIOT CepTU(UKATHI
cootBetctBust Ph. Eur., uin npoun3BoauTes st HOBOTO BCIIOMOTaTEIbHOTO
BEIIeCTBA (EC/IN YKa3aHO B TEXHUIECKOM JI0ChHE)
1 1,2,3 1A

YV ¢ 1 o B uW 4
1. Ilpon3BoACTBEHHAS IUIONIAIKA M HU OJJHA U3 IPOM3BOJCTBEHHBIX ONEPAIIHi HE H3MEHSICTCS.

JdoxyMmMeHT auuws
1. OdunuanapHEIN JOKYMEHT OT YIIOJIHOMOYEHHOI'O OpraHa (HalmpuMep, HaJOrOBOTO OpraHa), B KOTOPOM YKa3aHO

HOBOE HAaUMECHOBAHHUEC u (unm) anpec.
2. IMonpaBka K COOTBETCTBYIOLIEMY pasaeny pEeTrUCTPallHOHHOTO J0cChe.
3. Ilpu U3MeHEHUH HA3BaHUsA Jepkareis MacTtep-(haiiina akTHBHOHN (hapMaIleBTHUECKON CyOCTaHIuu (naiee —

M®ADC) — obHOBIIEHHOE "pa3pelieHue Ha JocTyn'".

A.5. V3MeHeHre HauMeHOBaHuMs W (WJIM) ajpeca MPOU3BOAUTEINS

Heobxonnumble JIoKyMeHTBI
JIEKapCTBEHHOTO TIpenapara, BKIIOYas BBITYCKAIOMINE IUIOMAAKH H IIpouenypa

YCIIOBUS U JTaHHBIE
IUTOLIAKY 110 KOHTPOJIIO KauecTBa
a) JEHCTBHs, 3a KOTOpHIE OTBEYAeT IPOM3BOAUTENH (MMIIOPTEP), | 12 A
BKJTIOYAIOT BBIITYCK CEpHA ’ HY
0) meiicTBHsA, 32 KOTOpPBIE OTBEYACT MPOM3BOAUTENH (MMIIOPTEp), HE | 12 A

2

BKJIIOYAIOT BBIIIYCK CEPUil

YV ¢ 1 o B uU 4
1. IIpou3BoACTBEHHAs IJIOIIAAKA, HA3BaHHE U (MIIK) apec KOTOPOU HU3MEHSIOTCS, ¥ HUA OJUH U3 MPOIECCOB
MIPOM3BOICTBA HE U3MEHSIETCS.



JdoxywMmMeHT anuwws

1. Komusi MCOpaBiIeHHOrO pa3pelieHus] Ha MPOU3BOACTBO (MPH HAIWYMK) WA O(UIMATBHBIA JOKYMEHT OT
COOTBETCTBYIOIIETO YIOJIHOMOYCHHOTO OpraHa (HarmpuMep, HaJIOroBOTO OpraHa), B KOTOPOM YITOMHUHAETCSI HOBOE
HauMMECHOBAHHUE u (unm) agpec.
2. Eciu mpuMeHHMO, MOMpaBKa K COOTBETCTBYIOLIEMY pa3iely PETHCTPAIMOHHOTO [I0ChE, BKIIIOYast
MEPECMOTPEHHYIO0 HH(POPMALIKIO O JICKAPCTBCHHOM IIpernapare.

Heobxomumeie JIoKyMeHTHI
YCIIOBHS M TaHHBIE

1 1,2 1A

A.6. Usmenenue koga ATX [Ipouenypa

Y ¢ a1 o B u 1
1. MI3MeHeHue BCIeACTBUE YTBEPKACHUS WIM U3MEHEHUs: BceMUpHON opraHu3aluy 3paBOOXPaHEHUS KOAOB
AQHATOMO-TEPAIIeBTHYECKON XUMHYECKOH KITacCU(pUKaNK JIeKapCTBEHHBIX CPEICTB.

JdoxyMeHT au™as

1. CsuzmerenbctBo BceeMupHO#  opraHm3amuy  3ApaBoOOXpaHeHHs 00  YTBEpXKACHHH  KOJOB
aHATOMO-TEPANEBTHYECKON XMMUYECKON KIacCH()UKAIMN JIEKAPCTBEHHBIX CPEACTB MM KOMHS IEPEUHS KOIOB
aHAaTOMO-TEPaNeBTHIECKON XUMHYECKOH KJIacCHpUKAITIU JIeKapCTBEHHBIX CPEICTB.
2. IlepecmoTpenHast nHpOpMAaIKS O JEKaPCTBEHHOM IIpernapare.

A.7. VckiroueHne TPOU3BOJICTBEHHON IUTOMAAKHU (B TOM YHCIE IS
AKTHBHOW (papMameBTUIECKOW CYOCTaHIIMH, MPOMEKYTOUHBIX
MIPOAYKTOB, JIEKAPCTBEHHOTO TIperapara, yIakoBIInKa, mpousBouters, Heooxomumeie JIOKyMEHTHI

. IIpouenypa
OTBETCTBEHHOTO 3a BBIMYCK CEPHM, KOHTPOJIS KayecTBa CEPUil MM  YCIOBHS U JTaHHBIE
IMOCTaBIIMKa UCXOAHOI'O MaTcpuaia, p€akTuBa UK BCIIOMOI'aTCJIbHOI'O
BEILlECTBA (€CIIM YKa3aHbl B PETHUCTPALMOHHOM JIOCHE))
1,2 1,2 IA

Y ¢ o1 o B u 14

1. JomxkHO octaThCsi He MeHee | paHee 0J0OpPEHHOW MPOW3BOJICTBEHHOM IUIOmanKu (TIPOU3BOIUTEINS),

OCYIIECTBIISIIONIEH Te ke (YHKLIUH, YTO W IMoJyIexanue nckirodennto. Ecnum npumennmo, B pamkax Coroza
ocTaeTcs MO MeEHbIIEH Mepe OAWH NPOHM3BOJHWTENb, OTBEYAIOIIMA 3a BBIIYCK CEpUil, CIIOCOOHBIN

CepTHQUIMPOBATE HCIOBITAHME MNPOAYKTa B LeNAX BBIIycka cepuit B pamkax Coro3sa.
2. McximoueHne He TOIDKHO OBITh CIIEACTBUEM KPUTHYECKUX HEIOCTATKOB IIPOU3BOJICTBA.

JdoxyMeHT au™as

1. B myHKTE 0 BHOCHMMBIX N3MEHEHUSX 3asBJICHUS O NPUBEICHUN PETUCTPAIMOHHOTO JI0OChE B COOTBETCTBHE C
TpeboBannsmMu Coro3a (CONPOBOAUTEIBHOM MHCHEME, (hOpME 3asIBJIICHHSI O BHECEHHH U3MEHEHHH, MPHI0KEHHOH K
COTIPOBOJIUTEIHHOMY IHCBEMY) HEOOXOAMMO YeTKO OO0O3HAa4YHWTh paHee OMOOpPEHHBIX M MpelIIaraeMbIX
MPOU3BOIUTEIIEH, KakK yKa3aHo B pasnene 2.5. dbopMsI 3asiBJICHHUA.
2. [TompaBka K COOTBETCTBYIOLIEMY pa3jieny (pa3zienaM) perucTpalioHHOTO JI0Che, BKIIIOYAsl IEPECMOTPEHHYIO
uH(pOpMaIHUIO O IeKapCTBEHHOM TIpernapare.

A.8. U3meHeHust nmaTel ayauTa IS BepH(PHUKAIIMH COOTBETCTBHS
Heobxonumeie JIokyMeHTHI

MIPOM3BOAMTENS aKTUBHOM (hapManieBTHIECKOW CyOCTaHIINM TpaBUiIaM
YCIIOBHSI U JTaHHBIC

IIpouenypa
Ha/JIeKalei Mpon3BOACTBEHHOMN MPaKTHKI

- - IA

JoxkxkyMeHT anqs

[TucbMeHHOE TOATBEPXKICHHE MPOU3BOJUTENS JIEKAPCTBEHHOTO IMpernapara, CojepiKailee YKazaHue o
BepU(GUKAIIMA COOTBETCTBUSA IPOM3BOAMUTENS aKTHBHOW (papManeBTHYecKol cyOcrannuu IIpaBuiam
HajIexalled mporu3BOJCTBEHHON MPAKTUKK EBpa3suiickoro 5KOHOMHUYECKOT0 COI03a.

b. U3menennsa kauectsa
b.1. AkTuBHas dapmarieBTHUYECKast CyOCTaHITUS
b.1.a) IIpousBoncTBo



b.l.a.1. 3meHeHne mpou3BOIUTENSI UCXOAHOTO Marepuana (
PeaKkTHBa, MPOMEKYTOUHOTO MPOIYKTA), MCIOIB3yEeMOTO B
mporecce MPOW3BOJACTBA AaKTUBHOH (hapMareBTHICCKON
CyOCTaHIIMM WIH W3MCHCHHE TPOW3BOAUTENSI AKTHUBHOU

Heobxonumsie JIoKyMeHTHI

CJIOBUS U TaHHbBIE
y IIpouenypa

(hapmareBTHIECKON CyOCTaHIINH (BKIFOYAst, €CIIM IPIMEHUMO,
IJIOMAAKH O KOHTPOJK  KadecTBa) AaKTHUBHOM
(apmarieBTHUECKOW CYOCTaHIUM, €CIH B PErHCTPAllMOHHOM
JIOChE OTCYTCTBYET cepTU(UKAT COOTBETCTBUs EBponeiickoit
®dapmaxornee

a) MpeUlaraéMblii IPOU3BOAUTENb IMPUHAUIEKHUT K TOH JKe
(apmareBTHUECKOW Trpymnme, dYTo H oxoOpeHHbn 1,2,3 1ALy
MIPOU3BOIUTEND

T') HOBBI NMPOHM3BOIUTENH MaTepuaina, TpeOYIOMEero OLeHKH
BUPYCHO# Oe3zomacHocTH 1 (vu) pucka TT'D

€) HU3MEHEHHE IOpsAgKa KOHTPONsS KayecTBa aKTHUBHOI
(apManeBTHYECKON CyOCTaHIIMM: CMeHa WM J00aBieHue
[UIOINA/KK, HA KOTOPOH OCYIIEeCTBIseTCS KOHTpoib (
WCTIBITAaHHE) CEPUH

15,8 1A

3) BKJIIOYEHHE ANBTEPHATUBHOM IIIOIMAIKHU 110 CTEPUIN3AIMH
AKTHBHOHN (papMaIieBTUYECKON CYyOCTaHIUK C UCTIONb30BAHUEM 12458 B
meroga @apmakomen Coroza wunm  Qapmakoren T
rOCY/IapCTB-4ICHOB

1) BHECEHHE HOBOM IJIOMIAIKH 10 MUKPOHU3AINH 2,5 1,4,5,6 IA

K) M3MCHCHUS COTJIANICHUHA IO WCIBITAHUSIM I10 KOHTPOIIO
KadecTBa OMOJOTHYECKOW AaKTHBHOW (papmarieBTHYEeCKOU
CyOCTaHIIMM: 3aMeHa WM BKIIOYCHHE TUTOMIAKH, Ha KOTOPOH 45 1,2,4,6,7,
OCYILECTBIAETCS KOHTPOJb (MCIBITAHWS) CEPUi, BKIKOYas 8
O6uonornyeckui (MMMYHOJIOTHYECKUH, UMMYHO-XUMHYECKHIT)

MECTO

JI) HOBas IUIOMIAIKa IT0 XPAaHECHUIO TITABHOTO OaHKa KIETOK U (

L5 IB
win) pabo4unx 0aHKOB KIIETOK ’

Y ¢ o1 o B un 14

1. CnenuduKkanyiy NCXOAHBIX MaTEPHUANIOB U PEAKTUBOB (BKIIIOYAs! BHY TPUIIPOU3BOICTBEHHBIE KOHTPOJIN, METOIBI
aHaJgM3a BCEX MaTepHaloB) MACGHTHYHB paHee ofo0peHHBIM. Crnemudukanum (BKIIOYas
BHYTPHIIPOU3BOICTBEHHBIN KOHTPOJIb, METOABI aHAJIN3a BCEX MATEPHAIOB), CITIOCOOBI IPUTOTOBICHHUS (BKIIOYAs
pa3mep cepuH) M MOAPOOHBIN CIOCO0 CHHTE3a MPOMEXYTOUHBIX MPOTYKTOB M aKTHBHBIX (DapMaleBTUYECKUX
cybcTtaHuui HIE€HTHUYHBI paHee OTOOpEHHBIM.
2. AkTuBHas QapmaneBTHUecKas CyOCTaHIUS HE SBISIETCS OWOJIOTHYECKOH (MMMYHOJOTMYECKOH) HIIH
CTe€epuhuh a1hs H O U

3. Ecim B miporiecce Mpou3BOCTBA HCHOIB3YIOTCS MaTepHalIbl YEIOBEYECKOTO WIIN KUBOTHOTO ITPOMCXOXKICHUS,
MIPOU3BOJUTENb HE HCIOJIB3yET HOBOTO MOCTABIIMKA, B OTHOMIEHMH KOTOPOTO TpeOyeTcsl OlEeHKa BHPYCHOMH
6e3omacHocTH U cooTBeTcTBHE Papmakonee Coro3a win (hapMakoIesiM roCyAapCTB-WIEHOB O MHHUMH3ALUH
pHCKa Iepeiaud areHToB I'y04aToi SHIe(aIonaTHN KUBOTHBIX IIOCPEACTBOM JICKAPCTBEHHBIX NPENapaToB Ul
MECIJUIHUHCKOTO )51 BETCpHUHAPHOTO NPUMCHCHUA.
4. Tpanchep MeToma €O  CcTapoil Ha  HOBYI  IUIOIIAAKY  NPOM3BEJNEH  YCHELIHO.
5. Cneun¢ukanust Ha pa3Mep YacTHIl aKTHUBHOW (apManeBTHYECKOH CyOCTAaHIIMM W COOTBETCTBYIOIINH
AQHATUTHYECKUI METO HE U3MEHSIOTCS.

JdokKkywmMeHT angs

1. Ecnmu mpuMeHHMMO, TONpaBKa K COOTBETCTBYIOIIEMY paszzieny (pas3ienaM) pEerucTpaliOHHOTO JIOChE.
2. Jexnapauus aepxareiiss perucTpalluOHHOro yaoctoBepeHus: uinu aepxareinst MOADC cooTBETCTBEHHO, UTO
MPOLEAYPHl KOHTPOJISI KadecTBa crocoba cuHTe3a (WK IS JIGKAPCTBEHHBIX PACTHTEIBHBIX IMpenapaToB (



COOTBETCTBEHHO): METOJla NPUTOTOBJICHHUS, Teorpaduyeckoro MCTOYHMKA, HPOM3BOJCTBA PACTUTEIHLHON
(apmaneBTHUECKON CyOcTaHIMU (TIpernapaTa Ha OCHOBE JIEKAPCTBEHHOTO PACTHTEIIFHOTO CBIPHs) M IIpoliecca
TIPOM3BOJICTBA) U CIIENN(UKAIIIH aKTUBHON (papMarieBTHIeCKO CyOCTaHIINK M HCXOAHOTO MaTepuaina (peakTHuBa,
MIPOMEXYTOYHOTO TPOAYKTa) B IpoOIlecce IMPOM3BOICTBA aKTHBHOH (papMameBTHUECKOW CyOCTaHIHU (eciH
NPUMEHUMO) He OTJIIMYAKTCH oT paHee O0nO0OpEeHHBIX.
3. JIubo ceptudukar coorBerctBus EBpomeiickoii ®apmakonee mo TI'D mms a0060ro HOBOrO HCTOYHHKA
Marepuaia, JIOo (eciid NMPHUMEHUMO) JOKYMEHTAJIbHOE TOATBEP)KAEHHE TOrO, YTO MCTOYHHK MaTepuaa,
noJBepKeHHbIN prucky TI'D, paHee wmccienoBaycsl YIOJIHOMOUYCHHBIM OPraHOM (dKCIIEPTHOW OpraHu3aIiei)
rocynapcTBa-wieHa MW OBIJIO TOATBEPKACHO ero coorBercTBue Papmakoree Coroza wiau (apMakonesm
roCyapCTB-4JICHOB 110 MHHHUMH3AIMM DPHUCKAa IIEpefadd areHTOoB ry0daTod »HUE(aNonaTud >KABOTHBIX
MOCPEICTBOM JIEKAPCTBEHHBIX INPENapaToB Ul MEAWIMHCKOTO M BETEpHHApHOro mpumeHeHus. Heobxomumo
nNpeACTaBUTH CIACAYIOINUE CBCACHUSA: HAMMCHOBAHUEC IMPOU3BOAUTEA; BU XKUBOTHBIX M TKaHH, U3 KOTOPLIX
MOJIy4eH MaTepHaj; CTpaHy INPOUCXOXKJICHHUS >KUBOTHBIX, HCIOJb30BAHWE [AaHHOTO MaTepuala U ero
NpUEMIEMOCTH B NPOMIOM.
4. lanHbIe aHAU3a cepuii (B popMaTe CpaBHUTEIHHOM TaOIHUIIBI) ITO MEHBIIEH Mepe 2 cepwii (TI0 MEHBIIEeH Mepe,
OTIBITHO-TIPOMBIIIUICHHBIX) AKTUBHOH (hapMaleBTHUECKOH CyOCTaHIMM OT TEKYyIIUX M IpelaraeMbIX
NPpOU3BOAUTENEH (mmomagok).
5.B IIYHKTE O BHOCUMBIX U3MCHCHUAX 3AABJICHUA O MPUBCACHHUNU PETUCTPALUOHHOI'O0 TOCHE B COOTBETCTBUEC C
TpeboBanusiMu Coro3a (CONPOBOAUTEIBHOM NHUCHME, (POpMeE 3asIBIICHHSI O BHECEHHH U3MEHEHHH, TPUI0KEHHOH K
COIIPOBOJINTENILHOMY ITMChMY) HEOOXOAMMO YeTKO 0003HAauMTh paHee OJO0OpEHHBIX M MpelaraeMbixX
MPOU3BOIUTENECH, Kakx yKa3aHo B pasnene 2.5. ¢dbopmbl 3asiBJICHHUS.
6. Eciin akTnBHas (apmaneBTHUYECKas! CyOCTaHIMS MCIIONB3YETCsl B KAUECTBE HCXOJHOTO MaTepHalla, JeKIapamnus
YIOJHOMOYEHHOT'O JIMIAa KaXXAOTO JepXaTeis JHWLIEH3UH Ha IPOU3BOJACTBO, YKa3aHHOTO B 3asBICHHUH, U
YIOJIHOMOYEHHOT'O JIUIIA KaXI0TO JepKaTesls JIMLEH3NHU Ha IIPOU3BOJICTBO YKa3aHHOTO B 3asIBICHUU B Ka4eCTBE
OTBETCTBEHHOT'O 3a BBINTYCK cepuil. B mexnaparusax Heo6X0IUMO yKa3aTh, 4YTO IPOU3BOAUTEND (IIPOU3BOIUTEINN)
aKTHBHOM (hapMalieBTH4ECKOW CyOCTaHIIMHM, YKa3aHHBIH B 3asBJICHHH, OCYIIECTBIIET CBOIO JESITEIHLHOCTh B
cooTBeTcTBUH ¢ [IpaBriiaMu Hajsexanield TpON3BOICTBEHHOM MpakTHKH EBpa3uiickoro 5KOHOMHYECKOTO COr03a
B OTHOUICHWHM HCXOJIHBIX MaTepuanoB. [Ipy ompeneneHHBIX 0OCTOATENBCTBAX IOMYCKACTCS IPEACTaBIATH |
IeKIapanio (mpuMedanme K A3MEHEHUIO b.I1.6.1).
7. O0s13aTebCTBO (MIPU HEOOXOAMMOCTH) IPOM3BOAUTENS AKTUBHOI (DapMalleBTHUECKOil CyOCTaHIIMU ONIOBELATh
Jiep KaTessl pErMCTPAMOHHOTO YAOCTOBEPEHUsI O JIFOOBIX M3MEHEHUSIX Npoliecca MPOU3BOICTBA, CHICHUPHKALINI
Y aHAJTITUYECKMX METOAMK aKTHBHOH (papMalieBTHUECKOI CyOCTaHIInH.

8. INonTBepkaeHne TOTO, YTO MpeIaracMas IUTOMAAKa JOJDKHBIM 00pa3oM JHIICH3MpPOBaHA B OTHOIICHHUH
paccMaTpuBaeMOii IeKapCTBEHHOH (OPMEIL, JIEKapCTBEHHOTO IperapaTa Wik MPOU3BOICTBEHHOH OIepaIyy.

Bb.l.a.2. V3MmeHeHus mporecca NPOW3BOACTBA akTUBHONH HeoOxonumebie JloxymMeHTBI n

. oLeypa
(hapMareBTHUCCKOW CYOCTaHIIH YCIOBUS U TAaHHBIE P P
a) HECYILIeCTBEHHOE HM3MEHEHHE Mpoliecca MPOU3BOACTBA
) Hecyn N P p 1,2,3,4,5,6,7 1,2,3 IA
AKTUBHOU (hapMaIleBTUYCCKON CyOCTaHIINN
) HECYIIIECTBEHHOE H3MEHEHHE 3aKphIToi YacTd MOADC - 1,2,3,4 IB

Y ¢ o1 o B u 1

1. HexenartelbHOE HW3MEHEHHWE KAYECTBEHHOTO MJM KOJHYECTBEHHOTO mpoduis mpumeceil uiu
GU3UKO-XUMHUUECCKUX CBOJMCTB OTCYTCTBYET.
2. Cmoco0 cuHTE3a OCTaeTcsi TeM e, TO eCTh IPOMEKYTOYHBIE IPOAYKTHl, HE W3MEHSIOTCS

¥ B TPOIECC HE BBOIATCS HOBBIC PEAaKTHBHI, KaTAIM3aTOPBI WU pacTBopuTend. [ eorpadudeckuii HCTOYHUK,
MPUTOTOBJICHUE JEeKapCTBEHHOTO PacTUTEIBHOTO

CBIpbsI M cmoco0 TPOW3BOJCTBA JIGKAPCTBEHHBIX PACTHTENBHBIX IpenapaToB HE H3MEHSIOTCS.
3. Cnenudukanuu akTUBHOW (hapMalieBTHIECKON CYyOCTaHIIMM U MPOMEKYTOUHBIX MPOAYKTOB HE W3MEHSIOTCS.
4. VI3MeHeHue MOJHOCTBIO OMMCHIBAETCSl B OTKPBITON yacTu (yactu "3asBurens") MOADC (ecau mpuMeHUMO).
5. AktuBHas (papmaneBTHYECKass CyOCTaHIMS HE SBJISCTCS OMONIOrMYeCKON (MMMYHOJIOTHUYCCKOM) CyOCTaHIIUeH.
6. V3MeHeHWe He 3aTparuBacT reorpadUuecKuii MCTOYHHK, CIOCOO MPOU3BOJICTBA WJIM IPUTOTOBIICHHUS
JTEeKapCTBEHHOTO PacCTUTENBHOTO mpemapara.
7. 3meHeHne He 3aTparuBaeT 3akpbIToil yactu MOADC.



JdoxywMmMeHT anuwws

1. TTompaBKa K COOTBETCTBYIOILEMY pa3zeny (pa3lesiaM) perucTpalMOHHOrO J0Che, BKIIFOYast NPsSMOE CPAaBHEHHUE
TEKyIero u HOBOTO NPOLECCOB.
2. JlanHbIe aHAMH3a cepuil (B popmaTe cpaBHUTENBEHOM TaOIHIIBI) IO MEHBIIEH Mepe 2 cepuii (110 MEeHBIIei Mepe,
OTBITHO-TIPOMBILINICHHBIX), TPOM3BEICHHBIX C TIOMOIIbIO OJOOPEHHOr0 U MpPEIaraeMoro IpPOILECCOB.

3. Komuu  yrBepkaeHHbIX  cneuudukanuid  akTUBHOM  (dapMaueBTHYECKOW  cyOcTaHIUU.
4. Nexnapauus aepxareiiss perucTpalluOHHOro yaoctoBepeHus: unu aepxareinst MOADC cooTBETCTBEHHO, UTO
HN3MCHCHHEC Ka4eCTBCHHOTO i KOJIHNYECTBCHHOTO npoduns

npuMece win (QU3NKO-XUMHUECKUX CBOWHCTB OTCYTCTBYET, CIIOCOO CHHTE3a, CHenM(HUKAIUN aKTHUBHON
(hapmaneBTHIECKOM CyOCTaHIINH U TPOMEXYTOUHBIX IPOJYKTOB HE U3MCHSIOTCS.

I[Mon  3HAYUTENBHBIMM  HM3MEHEHHUSMH  aKTHBHBIX
(dapManeBTHYECKNX CYOCTaHIMH, MOJYyYEHHBIX IyTEeM
XMMHYECKOTO CHHTE3a, OJPa3yMeBalOTCsl N3MEHEHHS criocoda
CHHTE3a WU YCIIOBHH IPOHM3BOJCTBA, KOTOPHIE CIIOCOOHEI

[Ipumeuanne U3MEHHUTh BaKHbIE [IOKA3aTeNd KadecTBa AaKTUBHOM
(hapMaleBTHUECKOM CyOCTaHIIMY, TAKHE KaK KAUCCTBEHHBIN H (
WIN) KOJMYECTBEHHBIH NpPOQHIL NpUMeced, TpeOyromuii
kBanuuKanuM, wWIn (QUIUKO-XUMHUYECKHE CBOMCTBa,
BIHSIONINE HA OMOAOCTYITHOCTD.

b.l.a.3. U3meHenue pasmepa cepuu (BKIHOUAs
JIHama3oHbl pa3Mepa CEepHUH) aKTHBHOU

(dapmaneBTHUECKOW  CyOCTaHIMM  WIH JIOKyMEHTHl |
Heobxoxnmeie yciaoBus IIpouenypa

MIPOMEKYTOYHOTO TPOJIYKTa, HCIIOJIB3YEeMOTO JTaHHBIC
B Ipolecce MPOU3BOACTBA AaKTHBHOU
(hapMareBTHIECKON CyOCTaHINH
a) yBeJNHWYEHHE pa3Mepa CEepUH BILIOTH 10
10 pa3 o cpaBHEeHHIO C 3apeructpupoBannbeiM 1,2,3,4,5,6,7, 8 1,2,5 1A
pasmepom
6) 10-xpaTHOE pa3yKpyHHEHHE 1,2,3,4,5 1,2,5 1A
T) yBeJIndeHue pasMepa cepuu Oonee 10 pas mo 1.2.3.4 B
CPaBHEHHUIO C 3aPETHCTPUPOBAHHBIM Pa3MepoOM T
o) ysenndeHue (yMEHBIIEHHE) MacmTaba
MPOU3BOJICTBA OMOIOTHYECKOH (
MMMYHOJOTHYECKOM aKTUBHOU

Y ) 1,2,3,4 1B

(apmaneBTHYECKOH cyOcTaHIIMK 0€3 M3MEHEHUS
mpouecca  MPOHM3BOACTBA  (Hampumep,
IyOIMpOBaHNE JTHHUH )

Y ¢ n1 o B wu 4
1. Bce u3MeHEHHUs METOJOB MPOWM3BOJICTBA 3aTPArMBAIOT TOJBKO HEOOXOIMMBIC IS YKPYIHCHHUS WA

pa3yKpynHeHus, Harpumep, HCIIOJIb30BaHueE obopynoBanue JIpyTroro pasMmepa.
2. HeoOGxomuMo mpencTaBUTh pPe3yIbTAaThl WCIBITAHWH COTJIACHO crenu(uKarusM He MeHee 2 cepuil
nmpennraraeMoro pasmMepa CepHuH.

3. PaccmarpuBaeMblii JIeKapCTBEHHBIA IpemapaT He SBISETCS OMOJIOTHYECKHM (MMMYHOJIOTHYECKUM)
TeKapCTBEHHBIM npemnapaTtoM.
4. lV3meHeHue He BIHSET HeXeJlaTeIbHBIM 00pa3oM Ha BOCHPOMU3BOAMMOCTH  IIpolecca.
5. VI3MeHeHne He JO0DKHO OBITh CIEICTBHEM HENPEIBUACHHBIX CHTYallUi, BOSHUKIIMX B XO/€ IPOU3BOJICTBA,
UIH HapyHWeHUs CTaOHIBHOCTH.
6. Cnenn¢ukanuy akTHBHOH (hapMalleBTHUECKOW CyOCTaHIMH (IIPOMEKYTOYHBIX MPOAYKTOB) HE M3MEHSIOTCS.
7. AXTHBHAA dbapmaneBTHIECKAS cybcTtaHmus HE SIBIISIETCS CTEepHIBHOU.
8. Pa3mep cepum HaxonsaTcs B mpexene 10-kpaTHOTO AManasoHa pasMepa CepHH, MPEeIyCMOTPEHHOTO MpH
perucTpalyy UK NOCIie MOCIEAYIOIEero N3MEHEHH s, He SBIISBILErocsi u3MeHeHueM [A tuna.



JdokymMeHT anums4d

1. TlompaBka K  COOTBETCTBYIOIIEMY  pa3feny  (pasznenaM)  PETHCTPAIlMOHHOTO  JIOCKE.
2. Howmepa cepui HCIIBITAHHBIX cepuit UMEIOT npeanaraeMslil pasmep CEpHHU.
3. [anmnple aHamm3a cepuil (B QopmaTe CpaBHUTEIBHOW TaONHIBI) 1O MEHBIICH Mepe

| mpoMBIIIIEHHOW CcepuH aKTHBHOW (hapMaleBTHUECKOH CYOCTaHIIMM WM IIPOMEKYTOYHOTO IMPOTyKTa
COOTBETCTBEHHO, IPOM3BEICHHOM B YTBEPXKIECHHOM WU IpeluiaraeMoM pasmepe. Ilo 3ampocy HeoOxoaumo
MPEICTaBUTh JAHHBIE MO CIEAYIOIIUM JIBYM IOJHBIM IIPOMBIIUIEHHBIM CEPUAM; AepKaTellb PETUCTPAI[IOHHOIO
yI0CTOBEpEHUs] 00s3aH COOOIINTBH, €CIIM Pe3yJbTaThl aHalW3a HE YKIAABIBAIOTCS B CIEUU(UKALMIO U

NPEOAIOXUTD njiaH JeHCcCTBUH.
4. Kommum  omobpeHHBRIX  crnenuUKauid  aKTHBHOW  (apMmameBTHUYECKON  cyOcTaHIUH
(m MPOMEXYTOUHBIX MPONYKTOB, ecnu MPUMEHHUMO).

5. Jlexmaparust AepkaTels perucTpauoHHoro yaocroseperns win aepxarenst MOADC cooTBETCTBEHHO, UTO
BCC HU3MCHCHHA METOJOB IIPOM3BOJCTBA 3aTparuBarOT TOJbKO HCO6XOI[I/IMBI€ IJI1 YKPYIIHCHUA WU
pasyKpyImHEHHUs, HalpuMep, MCIOJb30BaHHME OOOPYAOBaHHA APYroro pasMepa; HM3MEHEHHE HE BIIHsACT
HEeXeJaTeNbHbIM 00pa3oM Ha BOCIPOM3BOJUMOCTH IIpOIlecca; H3MEHEHHE HE SBIISETCS CIEICTBHEM
HETIPeIBUICHHBIX CUTyalnii, BOSHUKIINX B X0JI€ TPOM3BOACTBA, WM HAPYIICHUS CTaOMIBHOCTH; CrIeH(UKAINT
aKTHBHOW (hapMaleBTHIECKON cyOCTaHIMN (IIPOMEXYTOUHBIX IIPOAYKTOB) HE N3MECHSIOTCSL.

b.I a.4.M3MeHeHne BHYTPUIPOU3BOICTBEHHBIX

. JloKxyMeHTBI
UCIBITAHUN WM KPUTCPUEB HPHUEMIICMOCTH,
.. HeobxommmMele ycmoBus IIpouenypa
HCTIOTB3YIOIIUXCS TIPU MIPOU3BOJICTBE aKTHBHOM
N U JaHHBIE

(hapMareBTHICCKON CYyOCTaHIIH
a) YKECTOYEHHE BHYTPHUIIPOHU3BOACTBEHHBIX

)y yTpunp 1,2,3,4 1,2 IA
KPUTEPHEB MPUEMIIEMOCTHU
0) nobaBiieHue HOBBIX
BHYTPHUIIPOU3BOJCTBEHHBIX HCHBITaHWA Wik 1,2,5,6 1,2,3,4,6 IA
KpUTEPUEB MPUEMIIEMOCTH
B HCKIIOYEHUE HE3HAYHUMOTO

) 1,2,7 1,2,5 IA
BHYTPHIIPOU3BOJACTBEHHOTO HCITBITAHMS
e) nobaBiieHueE HIIA 3aMeHa
BHYTPUIIPOU3BOJCTBEHHOTO MCIBITAHUS U3  — 1,2,3,4,6 1B

CO00paXkeHMI OE30MACHOCTH WIIH Ka4eCTBa

Y ¢ a1 o B u 1

1. MI3MeHeHHne He SBIAETCS CIEACTBUEM KaKOTo-TH0O 00s3aTeNbCTBA, NMPHUHATOrO MO pE3yjibTaTaM paHee

MPOBEJCHHBIX JKCIIEPTHU3 C LIETBI0 aHAINW3a KPUTEpHEB MPHEMIIEMOCTH crnenrndukanuu (Hampumep, B Xoze

perucTpanuu 158 871 BHECEHUSA H3MEHEHUMU IT THIA).
2. 3MeHeHue He sBIseTCA CIEACTBHEM HENPEABUACHHBIX CHUTyallui, BOSHHUKIIMX B XOJ€ MPOU3BOJCTBA,

HanpuMep, HOBas HEKBAIM(HIMPOBAHHAS IPUMECh, M3MEHEHHE IIPENENIOB COJAEP)KaHMS CYMMBI IPHMECEH.
3. JIro6oe n3MeHeHne TOIDKHO YKIabIBATECS B AUAA30H JCHCTBYIOINX 0Z00PEHHBIX KPUTEPHEB IIPHEMIIEMOCTH

4. AHanuTHYECKas METOIHKa HE HU3MEHSIEeTCS 178951 U3MEHAETCS HE3HAYUTEIBHO.
5. Hu ovH HOBBIM METO/ MCHBITAHUS HE OCHOBAaH Ha HOBOW HECTaHAAPTHOW METOAOJOTUM WIIM CTaHAAPTHOU
METONOJOTHH, HCNMONb3yeMOH NO-HOBOMY.
6. HoBblif MeTo MCHIBITAaHHUS HE SIBISIETCS OMOJIOTMYECKMM (MMMYHOJIOTHYECKHM, UMMYHOXUMHYECKHM) WU
METOIOM, TIPH KOTOPOM HCIIONB3YETCS OMONOTHYECKHUI pEaKTHB IJisi OWOJOTHYECKOW aKTHBHOW
(hapmaneBTHYeCKOW cyOcTaHIMH (32 HWCKIIOYCHHEM CTaHAAPTHHIX (papMaKOMEeWHBIX MHUKPOOMOIOTHIECKHUX
M € T O X1 O B )

7. Mapamerp crenudukanuy HE 3aTparvBaeT KPUTHUYECKHH MapamMeTp, Hampumep, JI000H M3 ClelyroluX:
KOJIMUECTBEHHOE OIpe/eleHne, NMpUMECH (eCId TOJBKO OINpeAeNeHHBIH pacTBOPUTENb OIJHO3HAUHO HE
UCIIONIb3YETCsl B IIPOM3BOJICTBE aKTHBHOW (hapManeBTHYECKOH cyOcTaHImn), qro0ast KpuTHdeckas (pusndeckas
XapaKTepUCTUKA, HAIPUMEpP, pa3Mep YacTHUl], HACBIIHAs IUIOTHOCTb A0 U TMOCIE YIUIOTHEHUS, UCIBITAHHE HA
TIOJUTHHHOCTG, BOZA, JIF00OU 3aIpoC Ha H3MEHEHHUE YacTOThI HCIIBITAHHH.



JdokywmMeHT anags

1. ITonpaBka K COOTBETCTBYIOIIEMY  pasiely (pasmenaM)  perucTparMOHHOTO JIOCheE.
2. CpaBuHuTenpHas Ta0NMIa TEKYOIUX W MPEANATaeMBIX BHYTPHIIPOU3BOJICTBCHHBIX HCIIBITAHUH.
3. IMogpobHOE ommcanne HOBOH HedapMaKONeHHOW aHATUTHYSCKOH METONUKH W JaHHBIC MO BaluIanuu (B

COOTBETCTBYIIHX caydasx).
4. JlaHHBIE aHaNW3a OBYX MPOMBIIIICHHBIX CepUi (I OMOJOTMYECKHX AaKTHUBHBIX (hapMaleBTHUECKUX
cyOCTaHIMA, TPU OTCYTCTBUU JIOJDKHBIX OOOCHOBaHWUN — TPH NPOMBINLUICHHBIE CEPUH) AKTUBHOM
(dbapmaleBTHYECKOM cyOcTaH UM mno BCEM napameTpam crienqupUKaHu.

5. O6ocHoBaHue (OILIEHKAa PUCKOB) CO CTOPOHBI Jep)KaTelsl PErHCTPAlMOHHOTO YI0CTOBEPEHUS WU JIepKaTeIs
M®ADC CcOOTBETCTBEHHO, MNOATBEPXKIAIOMINE, YTO BHYTPHUIIPOM3BOJICTBCHHBIE ITapaMeTphl SBISIOTCS
HE3HAaYUMBIMHU UIu yCTapeBMUMU.
6. O0GocHOBaHHE CO CTOPOHBI JAEp)KaTelsl PETHCTPANMOHHOTO YAOCTOBepeHus wim aepxarenss MOADC
COOTBETCTBEHHO HOBLIX BHYTPUITPOU3BOACTBEHHBIX HUCIIBITAaHUM 1 IpeacioB.

b.l.a.5. I3mMenenue akTMBHOH (hapMalieBTHIECKON CyOCTaHIMN

. . - Heo0xoanumelie JIOKyMEHTBI
CE30HHOM, MPEMaHIeMUUECKOM MITH TTAHIEMHYECKON BaKIIMHbI [porenypa
YCIIOBUS U JAHHBIE
JUTSL PO MITAKTUKY TPHUTITA
a) 3aMeHa ImramMMa (IITaMMOB) CE30HHOM, MpenaHIeMUYECKON I

WIIn HaHZ[eMPI‘-ICCKOﬁ BaKIIMHBI OJIA HpO(i)I/IJ'IaKTI/IKI/I Tpurnia

b.1.6) Kontposb kauecTBa akTUBHOM (hapMaIieBTUIECKON CyOCTaHIIUN

b.1.6.1. M3meHeHnne napameTpoB crequduKanuu U (WUiIH)

KpUTEPHEB IPHEMJIEMOCTH AaKTHBHOW (hapMalleBTHYECKOM

cyOcTaHIMKM, HWCXOIHOro Marepuana (mpoMexyTrouyHoro HeoOxoanmele yCnoBus f;ﬁiﬁiﬁjm [pouenypa
MPOAYKTa, pEakTHUBAa), HCIOIB3YEeMBIX B IpOLEcCe

MIPOM3BOJICTBA aKTUBHOU (hapMaIleBTUIECKON CyOCTaHIINN

a) Y)KECTOUEHHE KPUTEPUEB MPHUEMIIEMOCTH CIleIM(UKAIIN
JIEKapCTBEHHBIX TpenapaToB, MOATEKAIINUX BBITycKy cepuil 1,2, 3,4 1,2 Ay
o(uIranbHEIM KOHTPOIBHBIM OPTaHOM

0) y)KecToUeHHE KPUTEPHEB MpHeMiIeMocT crienubukamu 1, 2, 3,4 1,2 1A
B) moOaBlieHHWE B CHEIU(PHUKAIUIO HOBOTO IMapamMeTpa M

¢ paMerp 1,2,5,6,7 1,2,3,4,7 1A
COOTBETCTBYIOIIETO €My METO/[a UCTIBITAHHS
T') UCKITIOYEHHE He3HAYNTEIHHOTO apaMeTpa crielnpuKanuu 128 126 IA
(HarmpuMep, UCKIFOYEHHE YCTAPEBILIETO apaMeTpa) > >
3) nobaBieHrE WK 3aMeHa (MCKII0Yast OMOJOTHYECKYIO M
HMMYHOJOTHIECKYIO cyOCTaHITHIO) mapaMmeTpa 1,2,3,4,5, B
cenuuKaluid W COOTBETCTBYIONIETO €My MeToja 7

UCIIBITAHUS U3 COOOpaXkeHHid 0€30MaCHOCTH MM KayecTBa

Y ¢ a1 o B u 4

1. V3MeHeHWe HE SBIAETCS CIEACTBHEM JIO00T0 00s3aTENbCTBA, NPHUHATOTO IO pe3yiabTaTaM paHee

MPOBEJCHHBIX JKCIIEPTU3 C IENbI0 IEPECMOTPa KPUTEPUEB MPUEMIIEMOCTH crieruduKkanuy (HanpuMep, B X0ze
perucrpauuu JIEKapCTBEHHOT O npemnapara 1581871 BHECCHUU U3MEHEHUU II THIIA).
2. V3MeHeHue He sBIseTCA CIEIACTBHEM HENPEIBUACHHBIX CHUTYyallMi, BO3HUKIIMX B XOJ€ MPOU3BOJCTBA,

HamnpuMep, HOBOW HEKBATM(UIMPOBAHHOW NMpPHUMECH, W3MEHEHHUS IPEENIOB COACP)KaHMS CyMMBI IpUMECEi.
3. Jlioboe M3MeHEHHEe JTOJDKHO YKJIaAblBaThCsS B AMANa30H TEKYIIMX OJOOPEHHBIX KPUTEPHEB NPHEMIIEMOCTH.

4. AHanmuTH4YecKas METOIHKA HE H3MEHSETCS AU H3MEHSIEeTCS HE3HAYHUTEIBHO.
5. Hu oavH HOBBII METOJ MCIBITAaHUS HE OCHOBAH Ha HOBOW HECTaHAAPTHOM METOAOJIOTMH WIH CTaHAAPTHOM
METOJOJOTHH, HCTONb3yeMOH MO-HOBOMY.
6. HoBblif MeTo UCHIBITaHUS HE SIBISIETCS OMOJIOTMYECKMM (MMMYHOJIOTHUECKHM, UMMYHOXUMHUYECKHM) WU
METOIO0M, npu KOTOpOM HCHOJNIb3yeTCs OHMOJIOTHYECKUH
peaKkTuB s OHMOJIOTHYECKOM aKTHBHOH (hapManeBTUIECCKOM cyOcTaHIuH

(3a HCKIIYEHHEM CTaHIAPTHBIX (dhapMakomeHHBIX MHKPOOHOTOTHIECKUX METOJIOB).

7. N3meHenune mo00TO Marepuaia HE 3aTparnBacT T€HOTOKCHYHYIO NpHMech. Eciy BOBIEUeHa aKTHBHAs



(dapmaneBTHUeckas CcyOCTaHIHWs, 3a MCKJIIOYCHHEM OCTAaTOYHBIX pPAaCTBOPHUTENEH, KOTOpPbHIC JOJDKHBI
COOTBETCTBOBATh IIpejesiaM COOTBeTcTByromel crarbe Mapmakornen Coro3a WM COOTBETCTBYIOIIEH CTaThe
(hapmakorieii rocy1apcTB-4JIEHOB, KOHTPOIH JIO00H HOBOW MpPHMECH TOJDKEH COOTBETCTBOBaTh Dapmakoree
Coro3a AT bapmakomesm TOCyJZapCcTB-4YJIEHOB.
8. IMapamerp crmeundukanuyu HE 3aTparuBaeT KPUTHUECKUN MapaMeTp, HalpuMep, JI000H W3 CIeAYIOUINX:
KOJINYECTBEHHOE OIpeJelIeHHe, MpUMecH (eclM TOJBbKO OIpPEAEICHHBbIH pPAacTBOPUTENh OJHO3HAYHO HE
UCIIONIB3YETCsl B IPOM3BOJICTBE aKTHBHOW (hapManeBTHYEeCKOl cyOcTaHImM), aro0as KpuTHdeckas (pusndeckas
XapaKTepUCTHKA, HalpuMep, pa3Mep YacTUI], HACBIIHAS IUIOTHOCTH A0 M MOCJIE YIUIOTHEHHMS, HCIIBITAaHHE
Ha MO/UIMHHOCTB, BOJIA, JTIOOOH 3aIIpoc Ha MPOITYCK UCTIBITAHHUS.

JdokKyMeHT anmusd

1. ITonpaBka K COOTBETCTBYIOIIEMY  pasjelny (paznenam) PETUCTPAIIMOHHOTO JIOChe.
2. CpaBHUTENbHAS Tabaumna TEeKYUIUX u npeajgaraeMbix cuenupuKamui.
3. TlompoOHoe omucaHme 000N HOBOH aHAaTUTHYCCKOH METOOWKH W JaHHBIC [0 Baluganud (B

COOTBETCTBYI I HX caydasx).

4. lanHble aHANMM3a 2 MPOMBIIIICHHBIX Cepuil (IIpU OTCYTCTBHU 0OOCHOBAaHUS OOPAaTHOTO ISl OMOJIOTHYECKUX
AaKTHUBHOHN (papMaleBTHUECKHX CyOCTaHIMH — 3 CepuH) COOTBETCTBYIOIICH aKTHBHOW (apMalleBTUYECKOil
cybcTaHUUHU no BCEM nmapamMeTpam cnenupUKaLU.
5. B coOTBeTCTBYIOIIMX Cly4asX AaHHBIE T€CTa CPAaBHUTENBHON KUHETUKH PAaCTBOPEHUS JIEKapCTBEHHOI'O
rpemnapaTra, COJEpJKallero aKTHBHYI0 (apManeBTHYECKyI0 CyOCTaHIMIO, 10 MCEHbIIEH Mepe u3
OTIBITHO-IIPOMBIIIUICHHON CEpHH, COOTBETCTBYIOUIYIO JICHCTBYIONIMM M TpeaiaracMeiM crenudukamusm. B
OTHOIICHUH JIEKaPCTBCHHBIX PACTHTENIBHBIX INPENapaToB MOTYT OBITH JOCTAaTOYHBI JAHHBIE CPAaBHUTEIBbHOU
pacmaxaeMOCTH

6. O6ocHOBaHuWE (OIIEHKAa PUCKOB) CO CTOPOHBI AepiKaTelNsl peruCTPallMOHHOTO yIOCTOBEPEHUS WK JeprKaTens
M®A®DC coOTBETCTBEHHO, MOATBEPKAAOIINE, YTO BHYTPUIIPOU3BOICTBEHHBIN MTapaMeTp SBIAETCS HE3HAUUMBIM
U au ycTapeBIl UM
7. OGOCHOBaHHE CO CTOPOHBI JAEpKaTelsl PErHCTPALHMOHHOTO yHOCTOBepeHHs wiu nepxarenst MOPADC
COOTBETCTBCHHO HOBBIX ITapaMeTpa crennpuKanui 1 KpUTEPHEB IPHEMIIEMOCTH.

b.1.6.2 H3MeHeHHE aHAJIUTHYECKOH METOMUKU
AKTUBHOM (DapMareBTHYCCKOW CyOCTaHIIMH WA

HCXOOHOTIO MaTtepuaia (HpOMC)KyTO‘IHOI‘O I[OKyMeHTI)I n

Heobxonumeie ycioBust IIpouenypa
MPOJYKTa, peakTUBA), UCIIONB3YEMBIX B MPOIIECCE JTAaHHEIC
MPOU3BOJICTBA AKTHBHON (apMaleBTUIECKOI
cybcraHIun
a) He3HAYMMble W3MEHEHHS OJ00peHHOU
) P 1,2,3,4 1,2 IA

aHAIMTHYISCKOMN METOAUKH

0) WCKIIOYEHHE aHAIUTHYECKOW METOIUKHI

aKTHUBHOH (hapMalieBTUYeCKOil CyOCTaHIIMU HIIH

UCXOJHOTO MaTepuana (IpoMexyTodHoro 7 1 1A
MPOJYKTa, pPEaKTHUBa), CCIIU albTCpHATHUBHAS ei

aHATMTHYECKasi METOJINKA YKe 0JJo0peHa

B) MPOYHE U3MECHEHUS aHAJTUTUYECKOH METOTUKH (

BKIIIOYas 3aMeHy Wi 100aBJeHHE) DPEaKTHBA,

KOTOpasi He OKa3blBaeT 3HaYuMOro BiusHUSA Ha 1,2,3,5,6 1,2 1A
COBOKYIIHOE Ka4ecTBO AKTHBHOM

(hapMareBTHICCKON CyOCTaHINH

II) IpoYne N3MEHEHHs aHATUTUYECKOH METOTUKH (
BKJIIOYas J00aBlICHHE MJIM 3aMEHYy) aKTHBHOM

(apMmaneBTHUECKON CyOCTaHIIMHM MM MCXOIHOTO

MaTeprana (IpoOMeXXyTOYHOTO MPOTYKTa)

1,2,4,5,6 1,2 1B

Y ¢ o1 o B u 14
1. CornacHo COOTBETCTBYIOIIMM aKTaM, BXOIAIIMM B mpaBo Coro3a HpoBelieHa HeoOXoauMmas BaJIMIallus,
MOJTBEPKAAONMAs TO, YTO OOHOBJICHHAS AaHAIMTHYECKAas METOJMKA IO MEHBIICH Mepe AIKBHBAJICHTHA



npeasn 01y me#d

2. Ilpenensl comepkaHUs CyMMBI IpUMecell He W3MEHWINCH, HOBBIC HEKBATH(DHIMPOBAHHBIC IPUMECH HE
00 HaAapy X eH H

3. Metox aHanm3a He H3MEHWICA (HapUMep, H3MEHEHHE JUIMHBI KOJIOHKH WM TeMIepaTyphl, HO He JPyroi B
KOTOHKH UIau MEeTOoJnd).
4. MeroJ MCTIBITaHUS HE SIBJISAETCS OMOJIOrMYeCKUM (MIMMYHOJIOTMYEeCKUM, MMMYHOXHMMHUYECKHM) WJIM METOJIOM, B
KOTOPOM HCIIOJIb3YeTCS OHMOJOTMYECKHH pEeakTHB JUIsi OWOJOTMYECKOW aKTUBHOW (hapMareBTHUECKOU
cyOcTaHnmuu (3a HWCKIIOYEHHEM CTaHAAPTHBIX  (apMaKONMEHHBIX MHKPOOMOJIOTHYECKHX  METOJIOB).
5. Hu onuH HOBBEI METOJIl WCTBITAHWS HE OCHOBAaH HAa HOBBIX HECTAHAAPTHBIX METOJAX WM CTaHIAPTHBIX
MeToIax, HCMONBb3yEeMBIX MO-HOBOMY.
6. AxrtuBHas (apmareBTHUECKass CyOCTaHUIUS HE SBIIETCS OHOJOTHYECKON (MMMYHOJOTHYECKOH).
7. AnpTepHaTHBHAs aHAJIMTHUYECKas METOJMKa JIsl IapaMeTpa crenupHrKalny yxe oJo0peHa, Ipyu dTOM Takas
MeTOJIMKa He ObuIa BKIIIOYEHA MOCpeACTBOM [A (IAy)-yBeTOMITCHHSL.

JdoxyMeHT au™as

1. TompaBka K COOTBETCTBYIOLIEMY paszeny (pasieiam) perucTPalMOHHOTO J0Che, BKIOYas OMUCAHHE
AHAJIMTUYECKON METOIOJIOTUH, PE3IOME JIAHHBIX MO BAJHMIALNH, IEPECMOTPEHHBIC CHICHU(PHUKALUN HA TPUMecH (
ecnu OpPUMEHHUMO ).
2. CpaBHHUTEIbHBIC PE3YJIbTAThl BAIMIAIUMU WM IPH HATHYMH OOOCHOBAHHUS CPABHHUTEILHBIC PE3YJIBTATHI
aHaJIN3a, MOATBEPIKIAIOIIUE, YTO TEKYIIEE U MPe/iaraeMoe NCIbITAHUE YKBUBAICHTHBI. HacTosiee TpeboBanme
HE MPUMEHSETCSI, €CITU TOOABISIETCS HOBAsI aHAIMTUYECKAs METOIMKA.

b.1.B) YnakoBo4HO-yKynopo4Hasi cucrema

b.I.s.1. l3MeHeHue mTepBUYHON  yNaKOBKH  aKTHUBHOMH Heob6xoaumere JIoKyMeHTBI I

. onenypa
(apmaneBTHYECKOW CyOCTaHIMN YCIIOBHUS U ITaHHbIE P P
a) KadecTBeHHBIH 1 (W) KOJIMYSCTBECHHBIN COCTaB 1,2,3 1,2,3,4,6 1A
B) XKunkue akTHBHBIE ()apMalieBTHUECKHE CyOCTaHIINH (HECTEPUIIbHBIE) — 1,2,3,5,6 IB

Y ¢ a1 o B U 4

1. ITo cooTBEeTCTBYIOIINM CBOMCTBAM IpeiIaraeéMblii YIIaKOBOYHBIN MaTepHall 0 MEHBIIEH Mepe JOIKeH OBITh
SKBHUBAJEHTHBI M OnJoOOpeHHOMY.

2. Hauatsl COOTBCTCTBYIOIIUC UCCIICIOBAHUA CTaOMIBLHOCTH B COOTBETCTBHUH C aKTaMH, BXOJAAIIUMU B IIpaBoO
Coro3a W 3asBUTENIEM Ha MOMEHT BBEJCHHUS M3MEHEHHMH MPOaHaJM3MPOBAHBI COOTBETCTBYIOIIME HapameTphl
CTaOMIIBHOCTH HE MEHEe YeM Ha 2 ONBITHO-IPOMBIIIICHHBIX WM HPOMBIIIICHHBIX CEPHUSX, B €0 PACIIOPSHKEHUN
HaXOMATCS YAOBJIETBOPHUTEIbHBIE PE3YJBTAThl 10 MEHBINEH Mepe 3-X MECSYHOTO HM3yYeHHs CTaOMIbHOCTH.
Opmnako, ecnu mpenaraeMasl ymakoBKa Ooljiee yCTOHYHMBA MO CPaBHEHWIO C 3apETHCTPHUPOBAHHOHM, TO 3-X
MECSYHbIE JaHHbIE 10 cTaOMIBHOCTH He TpeOyroTcs. I1o 3aBepineHny Takux UCCIeI0BaHN, €CIIH PE3yJIbTaThl HE
YKIaAbIBalOTCS B CHCI_II/I(i)I/IKaHI/II/I NI MOTCHIIMAJIBHO MOI'YT HE YJIOXKUTLCA B CHCHI/I(I)I/IKaLII/II/I Ha KOHEI CpOKa
TOAHOCTH (IIepUOJia TOBTOPHOTO HMCIIBITAHUS ), UX HEOOXOAMMO HEMEJICHHO NMPEJICTaBUTh YIIOJIHOMOYEHHOMY
oprany (oxcmepTHOH OpraHu3aIum) rocyjaapcTBa-4jieHa BMeECTE

c npeniaraeMblM NMIaHOM JeHCTBUH.

3. Uckimogasi cTepriibHBIC, )KUIKAE U OHONIOTHYEecKHe (MMMYHOJIOTHYECKHE) aKTUBHEIC (papMarleBTHUSCKUE
CyOCTaHITHH.

JdoxyMmMeHT anmws

1. TlompaBka K  COOTBETCTBYMOIIEMY  pa3feny  (pas3znenaM)  PETHCTPAIMOHHOTO  JIOCKE.
2. HeoOxomumple DaHHBIE O HOBOW YNakoOBKe (HANpHMep, CPaBHUTENbHBIC NaHHBIC MO0 MPOHHUIIAEMOCTH,
Hanpumep, mnst O,, CO,, Bmaru u T. 1.), BKIOYAs MOATBEPKIACHAE TOTO, YTO MaTephal COOTBETCTBYET

®apmaxoree Coroza wiau (papmaxonestM roCyJapCTB-WICHOB, WM aKTaM BXoasmuM B mpaBo Coro3a mo

MIACTUYECKUM  MaTepuagsaM ©  O0BbeKTaM, KOHTAKTHPYIONIMM C  THIIEBBIMH  HPOXYyKTaMH.
3. B cooTBETCTBYIONINX CIydasX HEOOXOAUMO MPEACTABUTh MOATBEPKACHHE TOTO, YTO B3aUMOJAEHCTBUE MEXIY
COIEeP)KMMBIM M YIaKOBOYHBIM MAaTEpHaJIOM HE IPOUCXOAMUT (HAIpUMep, OTCYTCTBYET IepeMelleHne

KOMIIOHEHTOB IIPEIJIaraéMoro MaTepuana B €ro COIEPKUMOE, KOMIIOHEHTHI JIEKAPCTBEHHOIO Ipenapara He
MEPEeXOJIAT B YNIAKOBKY), BKJIIOYast MOJATBEPKICHHE TOTO, YTO MaTrepuall coorBeTcTByeT @apmakonee Coro3a witu
(hapMakormesiM Tocy1apCcTB-WICHOB, WM aKTaM BXOIAMUM B paBo Coro3a 10 IUIACTHYECKUM MaTepuanaM U



o0BeKTaM, KOHTaKTHUPYO UM c NUIIEBBIMHU OpOAYyKTaMHU.
4. Jlexyapanusi AepskaTeisl perncTpalMoOHHOro yaoctoBepeHus wnim aepxaresnss MOADC, uto Tpebyemble
HCCIIEIOBaHNS CTAOMIBHOCTH HadaThl B COOTBETCTBHHM C aKTaMH, BXoasmmuMmu B mpaBo Coro3a (C ykazaHHEM
HOMEPOB CEpHii); ¥ YTO (B COOTBETCTBYIOLIMX CIydasx) HA MOMEHT BBEACHHS U3MEHEHUIl B €T0 paclopsHKeHUN
HaXOAWIHCh TpeOyeMble MUHUMAJIbHBIC YIOBICTBOPUTEIbHBIE JAHHBIC IO CTAOMIBHOCTH; M YTO MMEIOIIHECS
JIaHHBIE HE CBHJETEIBbCTBOBAIN O KakoW-mbo npobdiieme. HeoOXoauMo Takke MpeiCTaBUTh NOATBEPIKACHHE
TOTO, YTO WCCIIeIOBaHMsI OYy/IyT 3aBEpIIEHbI, U €CIIU Pe3yIbTaThl He OyIyT YKIaJbIBaThCsl B CHIEUU(PHUKALNH HITH
MMOTEHIMAJILHO MOTYT HE YJOXHTHCSA B CIENU(HUKAINK HAa KOHEL CPOKa TOJHOCTH (IIEpHoJa MOBTOPHOIO
WCIBITAHUS), WX HEMEUICHHO TPEACTaBAT YIOJTHOMOYCHHOMY OpraHy (9KCIEPTHOM OpraHU3aIim)
rocyaapcTBa-dicHa BMECTE c npepiaraeMbaiM IUIAHOM JEeHCTBHH.
5. Pe3ynbTaTsl ucciIeI0BaHUM CTaOMIBHOCTH, MPOBEICHHBIX B COOTBETCTBUM C aKTaMHM, BXOMSIIMMH B IIPaBO
Coro3a, mno 3HAYUMBIM napaMmeTpam CTa0UIBHOCTH He MeHee qyeM
Ha 2 ONBITHO-IPOMBINIJIEHHBIX MJIM TPOMBIIUICHHBIX CEpUAX, OXBAaTHIBAIOLUIUX HE MeHee
3-X MecslieB, W TMOATBEpXKJIEHHE TOro, 4YTO YyKa3aHHbIE MCCIENOBaHUS OyAyT 3aBepLICHBI,
W €CIH PEe3yJIbTaThl He OyAyT yKJIAAbIBaThCs B CHENM(UKAMK WM MOTEHIHAIGHO MOTYT HE YJIOKHTHCA B
cnenuuKanuy Ha KOHEIl CPOKAa TOJHOCTH (TIepHojia MOBTOPHOTO HCHBITAHUS), UX HEMEIUVICHHO MPEICTaBsIT
YTIOJIHOMOYEHHOMY OpraHy (3KCIEpTHOH OpraHW3alMu) rocyJapcTBa-uieHa BMECTE C MPEIaraéMbIM IJIAHOM
I e H ¢c T B U #

6. CpaBHEeHHUE AEHCTBYIONIMX U TpeIaraeMpIX crieliu(uKanyii epBUIHON YIaKOBKH (€CIH IPUMEHUMO).

b.1..2. 3MeHeHne napamMeTpoB crelupuKalny U (MIH) KPUTEPHEB
p P ¢ (umi) KpuTep Heobxonumeie JIoKyMeHTHI

TIPUEMIIEMOCTH TIEPBUYHON YIMaKOBKH aKTUBHOW (hapMalleBTHIECKOI IIpouenypa
YCIIOBUS U JTaHHBIE

cybcTaHun
a) y)KecToYeHHE KpUTEpHEB IPUEMIIEMOCTH crielu(rKamn 1,2,3,4 1,2 IA
0) mobaBiaeHMe B cHenMPHUKALMWIO HOBOTO mapaMmerpa |
) ¢ ! pamerp 1,2,5 1,2,3.4,6 1A
COOTBETCTBYIOIIEMY €MY MCTO/JIa UCIIBITAHUU
B) HCKIIOYEHHE HECYUIECTBEHHOr0 IlapameTpa crerudukanun ( 12 125 A
HanpHuMep, HCKIIOYeHNE yCTapeBIIero napaMeTpa) ’ T
r) nobaBlieHME WM 3aMecHa IapaMmeTpa crheiuUKalud U3

1,2,3,4,6 1B

Co00paXkeHH OE30MACHOCTH WIIH Ka4eCTBa

Y ¢ a1 o B u 4

1. VM3MeHeHHe He SBISIETCA CIEACTBHEM KaKOTO-THOO 00s3aTEeNbCTBA, NMPUHSATOTO MO pe3yibTaTaM paHee
MPOBEJCHHBIX JKCIIEPTHU3 C LEIhI0 aHAINW3a KPUTEpHEB MPHEMIIEMOCTH crnenndukanuu (Hampumep, B Xoae
pEeTUCTpalliK JIEKapCTBEHHOTO TpernapaTa WM BHeceHHs usMeHeHMH Il Tuma), ecam TONBKO OHO paHee He
paccMOTpPEHO u onobpeHoO

B Ka4eCcTBE MeEpBbl MoCJeaAyHUero HaONIOIeHUS.

2. V3MeHeHHe HE SBISIETCS CIIEICTBHEM HENPEIBUIICHHBIX CHUTyalud, BO3HHMKIIMX B XOJI€ MpPOU3BOJICTBA
YIaKOBOYHOTO Marepualia I T[pH XpaHCHHH AaKTUBHOW  (QapMaleBTHUeCKOW CyOcTaHIIUH.
3. JIroboe m3MEeHeHHne MOJDKHO YKIIAABIBAaThCS B AHWANA30H TEKYIINX OJOOPEHHBIX KPUTEPHUEB NMPHUEMIIEMOCTH.
4. AHanuTHYECKas METOAHUKA HE U3MEHSETCS 58078 U3MEHsETCS HE3HAYUTEIBHO.
5. Hu oilvH HOBBIA METOJl UCTIBITAHHUSI HE OCHOBAH HAa HOBOW HECTAHJAPTHOW METOJIOJIOTMU WJIM CTaHJIapTHOM
METOO0JIOTUH, HCIIOTIb3yEMOU O-HOBOMY.

JoxkxkyMeHT anHas

1. IlompaBka K  COOTBETCTByIOIEMY  pa3zmeny  (pa3genaM)  pPerHCTPAlMOHHOTO  JOChE.
2. CpaBHUTenbHAA Tabnuia TEeKYUIHX u npeajgaraeMbix cnenupUKamui.
3. TlompoOHoe omucaHue J000H HOBOM aHAJIUTUYECKOW METONWKH W JaHHbIE 10 Baaugauuu (B
COOTBETCTBYIOIHUX caydasx).
4. [lanHble aHanmu3a 2 CepUH YMAaKOBOYHOIO MaTepuajga II0 BCEM MapaMeTrpaMm crenu(UKamui.
5. ObocHOBaHME (OIIEHKA PHICKOB) CO CTOPOHBI AEPXKATENs PETHCTPALIMOHHOTO yIOCTOBEPEHUS WIH JAEPIKaTels
MOADC, mnonaTBep)kOaromIfue, YTO BHYTPUIPOU3BOJICTBEHHBIM IapaMeTp SBIAETCS HE3HAYUMBIM WU
y cTape€eB Il UM

6. O6oCcHOBaHWE CO CTOPOHBI JIepKaTessl pEruCTPAlMOHHOTO yaocToBepeHus: win aepxarenss MOADC HOBbIX
napaMeTpa cnenupuKalul 1 KpUTEPUEB TPUEMIIEMOCTH.



B.1.B.3. I3MeHeHHE aHATMTHYECKOW METOIUKU UCTIbITaHUs repBruyHOll  HeoOxomumeie JIOKyMEHTBI Ipoueaypa

YIIAKOBKH aKTHBHOU (hapMalieBTHUYECKON CyOCTaHIINN yCIOBUS U JAHHEIE
a) HE3HAYUTENbHbIC H3MEHEHHUS YTBEPKICHHONH aHaJTHUTHYECKOH

1,2,3 1,2 IA
METOIUKU
0) mnpoure W3IMEHEHHS AHAIUTUYCCKOW METOJUKH (BKIIOYast

1,3,4 1,2 IA
JIo0aBIICHUE WM 3aMEHY)
B) HCKJIFOUCHUC aHaﬂHTM‘IeCKOﬁ MCTOAUKH, CCIIU aHbTepHaTI/IBHaH e171 1 IA

METOAMKA YK€ YTBCPIKIACHA

Y ¢ a1 o B u 4

1. CormacHO COOTBETCTBYIOIIMM aKTaM, BXomammM B mpaBo Coro3a mpoBeneHa HEOOXOIMMas BaJIWIAIIHS,

MOJTBEPXKAAIOIIAs TO, YTO OOHOBJIGHHAs aHaJIMTHYECKas METOIHMKAa [0 MEHbIIeH Mepe SKBHBAJICHTHA

mnpeJa B oYy Ol € i

2. Meroj aHanu3a He U3MEHMJICS (HallpuMep, N3MEHEHHE JUTMHBI KOJIOHKU WJIM TeMITEpaTyphl, HO HE APYToi BUA
KOJOHKH uu METOo).
3. Hu oauH HOBBIM METOX HCIBITAHMHA HE OCHOBAH HA HOBBIX HECTAHIAPTHBIX METOJAaX MM CTaHIapTHBIX

MeTOonax, HCHONBb3YyEMBIX MO-HOBOMY.
4. AxktuBHas QapmaineBTHUecKas CyOCTaHIUs (JEKapCTBEHHBIH Mpernapar) He SIBISIOTCS OMOJOrMYeCKUMH (
UHMMYHOJIOTHUYECKUMU) .

5. B oTHOmIeHnN napaMeTpa crieliu(UKauy COXPAHIETCsl aHAINTHYECKas METOINKA, IPY 3TOM Takas METO/INKa
He Oblia jo6aBieHa mocpeactBoM IA (1A ;y,)-yBenoMIeHsL.

JdoxkxkyMmMeHT aUn™s

1. TlompaBka K COOTBETCTBYIOIIEMY pa3zeny (paslenaM) PerHCTPalHOHHOTO [IOChE, BKIIOYAs OMUCAHHE
aHaJUTUYCCKOH METOHOJIOTHH, pe3ome JTaHHBIX o BaJIUJIALIUH
2. CpaBHHTEbHBIC PE3YyIbTAThl BAIUAAIMNA WM, NPH HATHYAH OOOCHOBAHUS, CPABHUTEIIBHBIC PE3ylbTaThl
aHanu3a, MOATBEPXKJAIOIIME TO, YTO TEKyIllee W MpejjaraeMoe HUCIbITaHUE SKBUBaJNeHTHHI. Hacrtosiiee
TpeOOBaHUE HE IPUMCHSETCS, €CJIM T00aBIICTCA HOBAas aHATHTUYECKAs METO/IMKA.

Bb.L.T) CtabmibHOCTH

B.L.r.1. M3MmeHeHue mnepuoga MOBTOPHOTO HCHBITaHUS (MEepHoaa

XpaHeHUus!) WIM YCIOBUU XpaHEHUs aKTHUBHOHN (apMaleBTHUUECKON

p ) y P bap Heobxonumbie JIOKyMEHTBI

CyOCTaHITUH, €CJIA B PETHUCTPALIMOHHOM JIOChE OTCYTCTBYET cepTU(UKAT Iponenypa
.. N CJIOBUS Y JJaHHbIE

cooTtBeTcTBUsI EBpomneiickorr dapmaxoriee, 0XBAaTHIBAIOIMINAN ITEPHO 4

TIIOBTOPHOI'O NUCHIBITAHUA

a) [Teprosr MIOBTOpHOTO MCHBITAHUS (TIEPHOJT XPAHEHUS)

1. Coxpamienue 1 1,2,3 1A
4. VYBenuuyeHue WM BBEJCHUE MEPHOJa MOBTOPHOTO HCHBITAHUA (

Mepuoaa XpaHEHUs), MOATBEPKICHHOTO ITaHHBIMH €CTECTBEHHOTO — 1,2,3 IB
XpaHEeHU

0) YcioBus XxpaHeHUs

1. VI3MeHeHWe YCIOBUH XpaHEHHMsS aKTHBHOH (apMareBTHYECKOH

1 1,2,3 1A
cyOcTaHIu Ha OoJiee CTporue
3. V3MeHeHHMe YCIOBHH XpaHEHUS aKTUBHOW ¢apMareBTHIEeCKOM 123 B
cyOCTaHIUH 5 2,
B) l3MeHeHNE yTBEPKICHHOH IPOTrpaMMBI N3yUeHHS CTaOMITBHOCTH 1,2 1,4 IA

Y ¢ 1 o B U 4

1. V3MeHeHHEe HE JDOJDKHO OBITh CICACTBUEM HEMPEIBUICHHBIX CHUTYAI[Hid, BO3HUKIIMX B XOJEC IPOH3BOJICTRA,
HIIHU H3MEHCHHUA CTAa0OUIBLHOCTH.
2. VI3MeHeHus He PUBOAST K PACHIMPEHUIO KPUTEPUEB MPUEMIIEMOCTH UCIIBITYEMBIX TaPAMETPOB, UCKIIOUEHUIO
rapaMeTpa CTaOMIFHOCTH WIH CHIDKCHHUIO YaCTOTHI HCIIBITAHHN.



JdokyMeHT anmsd

1. TTopaBka K COOTBETCTBYIOIIEMY pa3Jielly (pa3zesnaM) perucTpauoHHOro gocke. HeoOxoaumo npencTaBuTh
pe3yNbTaThl COOTBETCTBYIOIIMX MCCIEIOBAaHUNA CTAaOMIBHOCTH B peaJbHOM BPEMEHHM, IPOBEJCHHBIX B
COOTBETCTBHH C aKTaMH IO CTAOMIIBHOCTH BXOISIMME B nipaBo Coro3a He MeHee 4eM Ha 2 (111 OMOJTOTHYEeCKUX
JCKapCTBEHHBIX IIPErnapaToB — 3) ONBITHO-IPOMBINUICHHBIX WM IIPOMBIIIJICHHBIX CEpPUSIX AaKTUBHOMN
(apMaleBTHIECKOI CyOCTaHINY, YIIAKOBAaHHON C IIOMOIIBIO 3apETHCTPUPOBAHHOTO YIIAKOBOYHOTO MaTepHala, 1
OXBAaThIBAKOIIIUX BECH npennaraeMHﬁ NEpUOJ MOBTOPHOTO MCIILITAHUA WJIN MPEAIara€MbIC YCIIOBUSA XPaHCHUA.
2. [ToaTBepxneHne TOro, 4TO UCCIEA0BaHNs CTAOMIEHOCTH POBECHBI B COOTBETCTBHU C TEKYIIEH 0100peHHO
nporpamMMmoii. Pesynbrarhl ncciienoBaHHs JOJDKHBI TOATBEPXKAATh, YTO COOTBETCTBYIOLIME OJ0OpEHHbBIE
cneuqupUKAUH NPONOJIKAIT cobnmoagarbcs.
3. Kommm yTBepXACHHBIX cHenuUKauid Ha aKTUBHYIO (apMameBTHUYECKYI CyOCTaHIIHIO.
4. ObocHOBaHUE MpeTaraeéMbIX H3MCHEHHH.

b.I.1n) [IpoexTHOE MOJI€ ¥ MPOTOKOJ MOCTPETUCTPALIMOHHBIX U3MEHEHU N

B.I.n.l. BBemeHne HOBOTO MPOEKTHOTO TIOJNSA WM pacIIdpeHUE
Heob6xoaumere JIoKyMEHTBI

000pPEHHOTO MPOEKTHOTO TIOJISI AaKTUBHOW (apMaleBTHICCKON IIpouenypa
YCIIOBUS U TaHHBIE
CyOCTaHITUH, 3aTParuBaoIIee
a) OJIHY OIIEPAIOHHYIO €JMHUILY Ipoliecca MPOU3BOJICTBA aKTUBHOM
(apmaneBTHYECKOM CcyOCTaHIHMM, BKIIOYas COOTBETCTByIomme 1 1,2,3 II
BHYTPHUIIPON3BOICTBEHHbIH KOHTPOIIb (MIIH) aHAINTHIECKUE METOIUKHI
0) aHaNUTHYECKHE METOJMKH UCXOIHBIX MaTepPHAaIOB (IPOMEKYTOUHBIX | 123 1
b b

MIPOYKTOB) ¥ (MJIM) aKTUBHOH (hapManeBTHYECKOH CyOCTaHIH

Y ¢ m1 o B U 4
1. JTaHHBIE H3MEHEHUS MPOEKTHOTO TOJISI HE 3aTParuBaloT FOTOBBIN MPOTYKT.

JdoxkxyMeHT aTn™a s

1. IlpoekTHOE TONIE OBLIO pa3paboOTaHO Ha OCHOBAHWH COOTBETCTBYIONINX aKTOB, BXOMAIIMX B MpaBo Coro3a u
MEX/YHAPO/HBIX HAYYHBIX PYKOBOZCTB. Pe3ynbTaThl HcCleIOBaHWI pa3pabOTKM MPOJyKTa, Mpolecca H
AHAJMTHYECKONW METOONIOrHK (HampuMep, B3aUMOACWCTBUE Ppa3JIMUYHBIX I[apaMeTpoB, (OPMHUPYIOLIMX
MOJJIC)KAIee M3YYCHHIO MPOCKTHOE I10JIe, BKJIIOYAs OICHKY PHCKOB M MHOTOMEpPHBIC HCCJICIOBaHUS
COOTBETCTBCHHO), B COOTBETCTBYIONIUX CIydasx IOJITBEPKIAIONUE TO, YTO JOCTHTHYTO IEJIO0CTHOE
MEXaHHUCTHYECKOC TTOHUMAaHKE TOKa3aTeleii KauecTBa MAaTCPHANIOB M MapaMeTpoOB IMpoIecca Ha KPUTUYCCKUE
MOKa3aTeNnn KadecTBa aKTHUBHOM dbapmaneBTHYECCKOU cybcTaHIuH.
2. Onucanue  TPOEKTHOTO  MHOJs B TabIMYHOM  BHIE, BKJIOYas  MEepEeMEHHBIC
(cBoiicTBa MaTepHalioB W MapaMmeTpbl Ipoliecca MPOU3BOJACTBA) M HX IMpeljaraeMble IHANa30HBbI.
3. [TompaBka K COOTBETCTBYIOIIUM pa3fieiiaM PErUCTPAIMOHHOIO T0ChHE.

Bb.1.n.3. UckmroyeHne moCcTpEerucTPalioOHHOI0 IPOTOKOIA YIIPaBICHUS
P p P yip HeobOxonumblie JIoKyMeHTHI

W3MEHEHHSIMH, 3aTPardBalOIUMH AKTUBHYIO (apMalleBTUIECKYIO Ipouenypa
YCIIOBHS U JaHHbIE
CyOCTaHITHIO

1 1,2 IAyy

YV ¢ 1 o B u 1

HckimodeHre MOCTPErHCTPAlMOHHOTO MPOTOKOJIA YIPABICHUS W3MCHCHHUSMH, 3aTPardBalONIMMH aKTHBHYIO
(hapMareBTHYECKYIO CyOCTAHIIMIO, HE SIBISETCS CICACTBUEM HEIPEIBHICHHBIX CUTYAIMH WM HECOOTBETCTBUS
crieuu(pUKaluK B X0/I¢ BBEACHUSI M3MEHEHHH, OMMUCAHHBIX B MPOTOKOJIE, M HUKAK HE BIMSCT HAa YTBEPIKICHHbBIC
CBEJICHUS, BKIIFOUCHHBIC B PETHCTPALIMOHHOE JOChE.

JdoxywMmMeHT aUnuus
1. O0OocHOBaHHUE nmpenmaraeMoro ACKIKUYEHUS.
2. ITonpaBka K COOTBETCTBYIOIIMM pa3/ieiiaM PerHCTPAIMOHHOTO JI0ChE.

b.1.n.4. V3MeHeHHs YTBEpPXKIACHHOIO TWPOTOKONA ympaBicHUus  HeoOxomumbie JIOKyMEHTHI I
olenypa
W3MEHEHUAMU YCJIOBUS 1 JJaHHbIE P P

0) He3HaUYMMbIC M3MEHEHHs NPOTOKOJIA YNPABICHHUA HW3MEHEHUSIMH,
KOTOpBIE HE U3MEHSIIOT CTPATETHIO, OMICAHHYIO B IPOTOKOJIE

- 1 IB



JdoxyMeHT au™as

Jexnapanusi, 4yTo J1I000€ U3MEHEHHE [OJDKHO YKIAJbIBAThCS B JHANA30H JCHCTBYIONUX YTBEPIKIACHHBIX
KpUTEpUEeB TpueMieMocTd. [IOMHMO 3TOro, JAeKiapanus TOro, 4TO B OTHOIICHHH OHOIOTHYECKHX (
MMMYHOJIOTHUECKHX ) JIEKAPCTBEHHBIX MPENapaToB He TPeOyeTcs OLIEHKA COMIOCTABUMOCTH.

B.L.n.5. Peanuzanus u3MeHeHHH, NpeayCMOTPEHHBIX YTBepXkJIeHHBIM Heobxoanmblie JloKyMeHTHI

[pouenypa

MIPOTOKOJIOM YTIPABJICHHUS U3MEHEHUSIMU YCIIOBHSA U JaHHBIE
a) peanumzanus HW3MEHEHHS He TpeOyeT IOMOIHHUTEIBHBIX 1 L24 IA
BCIIOMOTaTENbHBIX JaHHBIX > HY
0) peamuzanus W3MEHEHHs TpebyeT  JOMOJHUTEIHHBIX 1234 B
BCIIOMOTATEJIbHBIX JAaHHBIX T
B) peanu3amusi U3MEHEHHUs OMOJOTHYECKOTO (MMMYHOJOTHYECKOTO)

1,2,3,4,5 IB

JICKapCTBCHHOT'O ITpfIiapara

Y ¢ 1 o B W A
[IpemnokeHHOE M3MEHEHNE OCYIIECTBICHO B IOJTHOM COOTBETCTBHH C YTBEPKICHHBIM ITPOTOKOJIOM YIPABICHHUS
W3MEHEHUSIMU.

JdoxyMeHT au™as

1. Ccrhllka Ha YTBEPXKICHHBIU MPOTOKOJI yIpaBICHUS A3MEHEHUSIMU.

2. Jlexmapanusi, 9TO M3MEHEHHE COOTBETCTBYET YTBEPXKJACHHOMY MPOTOKOJY YIPABICHUS WU3MEHCHUSIMH H

pe3yJbTaThl UCCIENIOBAHUS YAOBIETBOPSAIOT KPUTEPHSIM MPUEMIIEMOCTH, OTOBOPEHHbIE B MpoTokoe. [Tomumo

3TOrO, ACKJIAPAIKA TOTO, YTO B OTHOIICHUH OMOJOTHYCCKUX (MMMYHOJIOTHYECKUX ) JICKAPCTBEHHBIX MPEIapaToB
HE TpebyeTcs OIeHKa COMOCTABUMOCTH.
3. Pe3ynmbTaThl MCCIIEJOBAaHUMN, MPOBEJICHHBIX B COOTBETCTBHH C YTBEPKICHHBIM MPOTOKOJIOM YIIPABICHHS

M3 MEHE€EHHTSIMHU

4. IMonpaBka K COOTBETCTBYIOLIEMY pasaeny pEeTrUCTPaAllHOHHOTO JOChE.
5. Komust yTBep»ICHHBIX CHEU(PHUKAIIIH Ha aKTUBHYIO (hapMalleBTUIECKYIO CYyOCTaHIIHIO.

b.11. JIekapcTBEHHBIN ITpenapar
b.11.a) Buemnwuii Bua 1 coctaB

b.1l.a.1. V3menenue wunu g00aBIeHHE OTTHCKOB,

TPAaBUPOBKH WU UHBIX 3HAKOB, BKJIFOYAS 3aMCHY HIIU JloKyMeHTBI
HeobxonuMmele ycinoBus [Iponenypa
no0aBIeHNE YEpPHWJ, HCIOJNB3YEeMBIX MpH U JTaHHBIC
TIPOM3BOJICTBE JIEKAPCTBEHHOTO IIperapara
a) U3MCHCHHS OTTHCKOB, I'PaBUPOBKHU HIIM HHBIX
) > TPABP 1,2,3,4 1,2 1ALy

3HAKOB

YV ¢ o1 o B u 41

1. Cnemmdukanuu JeKapCTBEHHOTO Iperapara Ha BBITYCK M Ha KOHEIl CpOKa TOJHOCTH HE M3MEHSIOTCS (3a

HCKIWUYEHHECM BHCIIHETO BHUIa).
2. Bce dYepHuia JODKHBI COOTBETCTBOBATh JACHCTBYIOLIEMY (hapMaleBTUYECKOMY 3aKOHOIATEIIbCTBY.
3. Pucku (7TMHMY pa3ioma) He MpeTHa3HAUCHBI 71 pa3iCiCHUs Ha PaBHBIC JIO3HI.

4. 3HaK¥ JEKapCTBEHHOTO MPEenapaTa, HCIONb3yeMbIe U PAa3IHICHIUS JO3UPOBOK, TOJHOCTHIO HE YAAICHBI.

JdokywmMeHT anas

1. TlonpaBka K COOTBETCTBYIOLIEMY pa3jeny (pasiesiaM) PEerucTpalioHHOTO JOChe, BKIIOYas MOAPOOHOE
rpauyeckoe WM TOBECTBOBATEIBHOEC ONMHCAHWE TEKYIIETO W HOBOTO BHEIIHETO BHJAA, a TaKKe
COOTBETCTBYIOMIHI mepecMoTp nHbOpMaTnH o JeKapCTBEHHOM mpemnapare.

2. B COOTBETCTBYIONINX CITydasx 00pa3ibl JEKapCTBEHHOTO Mperapara.

B.Il.a.2. U3meHeHue OpMBI HMJH PpPa3MepoB OKYMEHTBI
N $op P P Heo6xoanmere yciaoBus Hloky [Ipouenypa
JICKapCTBEHHOM (POpMEI U TaHHbIE
a) TaOJIETKH, KaICybl, CYIIIO3UTOPHUH U IIECCAPUU C
) YL & P P 1,2,3,4 1.4 Ay

HEMCIJICHHBIM BI:-ICBO60)KII€HI/IGM



0) nexapcTBeHHbIC (OPMBI C OTCPOYCHHBIM,
MOJU(UIIMPOBAHHBEIM WU MPOJIOHTHPOBAHHBIM
BBICBOOOXKJICHMEM ¥ TabOJIEeTKH C PUCKOW,
MpeHA3HAYCHHOMW JUTS Pa3/IeTICHUS HA PABHBIC J103bI

- 1,2,3,4,5 IB

Y ¢ 1 o B u
1. [Ipodune pacTBOpEHUS] K3MEHEHHOTO JICKAPCTBCHHOTO Mpernapara COMOCTaBUM CO CTaphIM, €CJIA TPUMEHUMO.
IIpu HEBO3MOXKHOCTH MPOBEICHUSI MCIBITAHUS PACTBOPEHHS BpeMsl paclajaeMOCTH HOBOTO JIEKAPCTBEHHOTO

npemnapara B CpPaBHEHHUH c HEU3MCHCHHBIM.
2. Crenn¢uKanyy JeKapcTBEHHOTO Iperapara Ha BBITYCK W Ha KOHEIl CPOKa TOJAHOCTH HE M3MEHIIHCH (3a
HCKIIYEHHEM pa3MepoB JEeKapCTBEHHOH hopmHr).

3. KadecTBeHHBII M  KOJNMYECTBEHHBIH COCTaB W CpegHsIs Macca HE H3MEHHUIIUCH.
4. VI3mMeHeHue He 3aTparuBaeT TaOJETKU C PUCKOM, MTpeAHa3HAuYCHHOM JUIS pa3iesieHusl JIeKapCTBEHHON (HhOopMbI
Ha paBHbIE JIO3BI.

JoxkxkyMeHT anHas

1. IlompaBka K COOTBETCTBYIOLIEMY pa3aeny (paslenaM) perucTpalliOHHOTO IOChe, BKIOYAs MOIPOOHOE
rpaduueckoe OTOOpaKeHHE TEKYIIero W IpeAaraeMoro IIOJIOKEHHs, a TakkKe HepecMoTp MHpopMmaruu o
JEKapCTBEHHOM npemapare COOTBETCTBEHHO.
2. CpaBHHTEJIbHBIC JIaHHBIE PACTBOPCHMS HE MEHEe 4eM | ONBITHO-NPOMBINUICHHON CEpHUU C TEKYUIMMHU H
mpeajnaraeéMbIMH pa3MepamMu (B OTCYTCTBHE 3HAYHTEIBHBIX Pa3IMYMid C TOYKH 3PEHUS COMOCTAaBUMOCTH B
cooTBeTcTBUU C [IpaBmiramMu mpoBemeHUs UCCIeNOBaHMi OMOAKBUBAJICHTHOCTH JICKAPCTBEHHBIX IPENapaToB B
EBpasuiickoM 5KOHOMIYECKOM COI03€). B OTHOIIEHNN JeKapCTBEHHBIX PAaCTUTENBHBIX MPENapaToB MOTYT OBITH
MPUEMIIEMEI JTaHHBIE CPaBHUTENbHOU pacmagaeMoCTH.
3. O0ocHOBaHMsI HEMPEICTABICHHs PE3YJIbTAaTOB HOBOTO HCCIIEAOBAHUSI OMOIKBUBAJICHTHOCTH B COOTBETCTBUH C
[IpaBunamMu mpoBeneHUs HCCIIEOBaHUN OMOIKBUBAJIIEHTHOCTH JIEKApPCTBEHHBIX IpenapaToB B EBpasuiickom
SKOHOMHUYECKOM cCow3e.
4. B COOTBETCTBYIOIINX cIryqasix 00pa3mbl JeKapCTBEHHOTO mpermapara.
5. PesympraTel cooTBeTcTByOmHUX wucHbTaHud 1o @apmakomee Coioza mam 1o (apmaxkomesm
rOCyIapCTB-WICHOB, MTOITBEPKIAIOIINE SKBUBAIIEHTHOCTD CBOMCTB (TIPaBUIBHOCTH JOSHUPOBAHUS).

Hns B.Il.a.2.B mo0oe H3MCHECHHE JO3UPOBKH JICKAPCTBEHHOTO

%
(') llpumeuanne
npenapara Tpe0yeT Nofavu 3asBICHHs O PACIIMPEHUH PETHCTPAIU

b.Il.a.3. N3meHeHue cocTaBa (BCIIOMOTATEIbHBIX JIOKyMeHTBI
HeobxonnMmeie yciaoBus [Ipouenypa

BEIIECTB) JIEKAPCTBEHHOT'O TIpernapara U JTaHHbIE

a) W3MCHEHHE COCTaBa BKYCOBBIX J00aBOK (

apoMaTHU3aToOPOB) MK KpacUTEIeH

1. obaBieHue, UCKIIOYCHHUE WM 3aMEeHA 1,2,3,4,5,6,7,9,10 1,2,4,5,6 IAHy

2. YBenu4yeHue Wik yMEHbIICHUE COJIePKaHus 1,2,3,4,10 1,2,4 1A

0) mpoYne BCTIOMOTaTENbHBIE BEIIECTBA

1. JliobGas  He3HayuTeIbHasT  KOpPpEKU U

KOJMYECTBEHHOTO COCTaBa BCIIOMOTaTEIbHBIX 1,2,4,8,9,10 1,2,7 1A

BEIICCTB JICKAPCTBEHHOTO TpenapaTa

6. 3amMeHa OJHOTO BCIIOMOTATEIBHOTO BEIIECTBA

CXOJHBIM BCIIOMOTaTEJIbHBEIM BEIIECTBOM C TEMH K€ 1,3,4,5,6, B

(GyHKIMOHANBHBIMM  XapaKTepUCTUKaMU B 7,8,9,10

AHAJIOTHYHOM KOJIMYCCTBEC

YV ¢ 1 o B ©H =4

1. U3smeHeHust (yHKIIMOHATIBHBIX XapaKTEPUCTHK JIEKAPCTBEHHOM (OPMBI, HAITPUMED, BPEMEHHU PaciiagaeMOCTH,
npoduns pacTBOpEeHHS, OTCYTCTBYIOT.
2. Beskyro He3HaYUTENbHYIO KOPPEKIIMIO COCTaBa JUIs MOJCPKaHUs 00IIeH MacChl HEOOXOMMO OCYIIECTBIIATh
BCIIOMOTATEIbHBIM BEIIECTBOM, COCTAaBISIOIIMM B HACTOSIEE BPEMSI OCHOBHYIO YacTh JIEKAPCTBEHHOI'O
m pemaspaTrtTa



3. Crernudukanus JeKapcTBEHHOrO Mperapara OOHOBIICHA B YaCTH BHEIIHErO BHa (3amaxa, BKyca) W, IpU
HEOOXOQUMOCTH, HCKIIOUYEHO HCIOBITAHUE Ha MOJIUHHOCTD.
4. HagaTel COOTBETCTBYIOIIHE HCCIICIOBAaHUS CTaOWIHHOCTH B COOTBETCTBHH C MokymeHTamu Corosa (c
yKazaHHEeM HOMEPOB CepHil); MpOaHaIHM3NPOBAHBI COOTBETCTBYIOIINE TAPaMETPhl CTAOMIFHOCTH HE MEHEee 4eM Ha
2 OHI)ITHO-HpOMBIH_IJ'ICHHBIX nin l'lpOMI)IIHJ'[eHHI)IX cepnﬂx;

B PaCIOPSKCHUM 3asiBUTENS HAXOJATCS YJIOBICTBOPHUTEIbHBIC PE3yNbTaThl IO MEHBIIEH Mepe 3-X MECSUYHOro
U3ydYeHUs CTaOWIBHOCTH (HAa MOMEHT BBEJICHUS M3MCHEHUH A Thma u yBemomiieHus 00 n3MeHeHusx [B tumna);
npo(HiIh CTAOMIBHOCTH CXOX C YTBEPXKICHHBIM B HacTosmee BpeMs npoduieM. [loaTBepkaeHHE TOTO, YTO
HCCIIeIOBaHUS OyIyT 3aBEpICHBI, M, YTO SCITU Pe3yNIFTaThl Ha KOHEIl CPOKa TOAHOCTH He OyIyT YKIaIbIBaTHCS B
CHEeIM(PUKAIIN WIH MOTYT HMOTEHIIHAIBHO HE YJIOXKHUTHCSI B CHENH(DHUKAINHA, MX HEMEIUICHHO IPEICTaBAT
YIOJHOMOUYEHHOMY OpraHy (9KCIEpTHOW OpTraHM3alliH) rocyJapcTBa-uwieHa BMECTE C MpeyiaraéMbIM IUIaHOM
neiictBuid. KpoMe TOro, B COOTBETCTBYIOLIMX CIy4asX HEOOXOJMMO MPOBECTH MCHBbITaHUE (POTOCTAOMIIBHOCTH.
5. Bce HOBBIE KOMITOHEHTHI JIOJIKHBI YIOBJIETBOPATH TPEOOBAHUSAM COOTBETCTBYIOIIMX aKTOB, BXOJIAIINX B MPABO
Coro3a, KacaromMXcsl KpacUTeNel, HCIOJB3YEMBIX B THINEBON MPOMBINIUICHHOCTH, W BKYCOBBIX JO0aBOK.
6. Hu ommH HOBBIH KOMITOHEHT HE MPENIoiaraeT UCIOIb30BaHNE MATEPHAIOB YEIOBEYECKOTO HIIH KHBOTHOTO
TIPOUCXOXKICHUS, TPEOYIOMINX OICHKH NAaHHBIX BUPYCHOH OE30MMaCHOCTH WM COOTBETCTBHS JCHCTBYIOIIUM
TpeboBannsam Papmaxoren Coro3a WM GapMakKoresM ToCyJapCTB-WICHOB 110 MHHUMHU3AIIUN PUCKA TIeperadn
ar¢HTOB Fy6‘IaTOI71 BHHe(baJ'IOHaTI/II/I JKUBOTHBIX HOCpe}]CTBOM HeKapCTBeHHBIX npenapaTOB I MCAUIIUHCKOI'0O 1N
BETEpPUHAPHOTO NPpUMECHCHUS .
7. B COOTBETCTBYIONUX CIIy4asX U3MCHCHHS HE BIMSIOT HA PA3IUUMs MEXKIY NO3UPOBKAMHU M HE OKA3bIBAIOT
HETaTHBHOTO BIIMSHHUS HAa BKYCOBBIC CBOMCTBAa JICKAPCTBEHHBIX IPEMApaTOB, MpPEIHA3HAYCHHBIX UIS JCTEH.
8. [Ipo¢uip pacTBOpeHUsT HE MEHEE YeM 2 OTBITHO-TIPOMBINUICHHBIX CEpUil HOBOTO JIGKAPCTBEHHOTO TIperapara
COTIOCTaBHM C HEM3MEHEHHBIM (OTCYTCTBHE 3HAUHUTENBHBIX PA3IHMYUil C TOYKH 3PEHUS COMOCTaBUMOCTH (CM.
IIpaBuna mpoBeaeHUs HCCIENOBaHUN OMOAKBUBAJICHTHOCTH JICKAPCTBEHHBIX MpemnapaToB B EBpasuiickom
HSKOHOMHYECKOM c0103¢)). IIpn HEeBO3MOKHOCTH NPOBENEHHUS HCHBITAaHUS PACTBOPEHHUS C JIEKAPCTBEHHBIMH
PACTUTEIBHBIMU MperapaTaMi BpPeMsl PaclaJacMOCTH HOBOI'O JIGKAPCTBEHHOIO IMperapata COMOCTAaBUMO C
He M3M®eHEHHB M

9. M3aMeHeHne HE ABISCTCS CIICACTBUEM HECTaOMILHOCTH 1 (WIIH) HE JOJDKHO CKa3bIBaThCs Ha 0€30MACHOCTH, TO
€CTh pa3nuYHAAX MEXIy JO3UPOBKaAMU.
10. PaccmarpuBaeMBblii JIEKApCTBEHHBIM IIpenapar He SBISAETCS OHONOTHYECKUM (MMMYHOJIOTHYECKHM)
JICKApCTBCHHBIM ITPETIapaToOM.

JdoxyMeHT anas

1. TlonpaBka K COOTBETCTBYIOLIEMY pa3zeiy (pa3aesam) perucTPaOHHOTO J0ChE, BKIFOUAsi METO/IbI UCTIBITAHUS
Ha TOJ/UIMHHOCTh BCEX HOBBIX KpacuTened (ecid NPUMEHHMO), a TakXKe IMepecMOTp HHpOpMalHUHu O
JEKApCTBCHHOM npemaparte COOTBETCTBECHHO.
2. Jlexmapariusi, 4TO Ha4aThl TPEOYEMBbIC UCCIICAOBAHUS CTA0MILHOCTH B COOTBETCTBUH C aKTaMHU, BXOSIIUME B
npaBo Coro3a (C ykazaHHE€M HOMEPOB CepHuil); U 4TO (B COOTBETCTBYIOIIMX CIIy4asX) Ha MOMEHT BBEICHUS
W3MEHEHUH B €ro pacnopsDKeHHH HaXOIWINCh TpeOyeMble MHHHMANBHEIC yIOBICTBOPUTENBHEIC TaHHEIC IO
CTaOMIBHOCTH; U MMEIOIINECS JaHHbIE HE CBUACTEILCTBOBAIU O KaKoi-1nbo mpobiieme. Heobxoaumo Takxe
MPEACTaBUTh MOATBEPIKACHUE TOrO, YTO HCCICNOBaHUs OyIyT 3aBEpIICHbI, U, €CIH Pe3yJabTaThl HE OyayT
YKJIaJbIBATHCS B CrICHU(DUKAMHA WA TOTCHIUAIBLHO MOTYT HE YJIOXHThCS B CHELU(BHUKALNU HAa KOHEI[ CPOKa
TOJHOCTH, MX HEMEMJIEHHO TMpPEeJCTaBAT YIOJHOMOYEHHOMY OpraHy (9KCIEpTHON opraHu3aiiumn)

rocyagapcrBa-4dJjcHa BMECCTC C npegjaracMbiM IIJIaHOM HeﬁCTBHﬁ.
3. Pe3yHLTaTBI I/ICCJ'ICZ[OBaHI/Iﬁ CTa6I/IJ'H)HOCTI/I, IMPOBCACHHBIX B COOTBCTCTBUU C aKTaMH, BXOJAAIIUMU B MPaBO
Corosa, oo 3HAaYHUMbIM nmapamMeTpam CTaOHUIIBHOCTH HC MCHEC qcM

Ha 2 ONBITHO-IPOMBIIUICHHBIX HJIM HPOMBIIIJICHHBIX CEpUAX, OXBATHIBAIONINX HE MEHEE 3 MECAIEeB, H
MOJTBEPXKACHUE TOTO, YTO yKa3aHHBIE HCCIENOBAaHMS OYyIyT 3aBEpIICHBI, M €CIM PE3yNbTaThl HE OymyT
YKJIaIbIBaThCA B CIEIU(HUKAIINY WIH MTOTCHIMAIHHO MOTYT HE YJIOKHTHCS B CIEHU(UKAIIMN Ha KOHEI[ CpOKa
TOJHOCTH, MX HEMEMJIEHHO TMpPEeJCTaBAT YIOJIHOMOYEHHOMY OpraHy (9KCIEepTHON opraHu3aiiumn)

rocygapcTpa-dieHa BMECTE c npeajaraeMblM IJIaHOM JelcTBUH.
4. B COOTBETCTBYIOIUX ciaydasx 00pa3nbl HOBOTO JIEKapCTBEHHOTO nmpenapara.
5. JIubo ceptudukar coorBercTBUs EBpormetickoit @apmaxoren mo TI'D Ha 11000 HOBBIN HCTOYHHUK MaTepUaa,
100 (ecau MPUMEHHMO) NOKYMEHTAIbHOE MOATBEPXKICHUE TOTO, YTO MCTOYHHK MaTepHana, HOABEP KEHHbBIH
pucky TI'D, panee mpoBepeH YNOIHOMOYEHHBIM OPraHOM; U OBIIO MOATBEP)KICHO €ro COOTBETCTBUE



neiictByronield cratbe @apmakonen Coro3a WiM AEHCTBYIOIIEH cTaThe (hpapMakomnei rocyaapcTB-4JICHOB IO

MUHMMH3AIMN PHUCKA IIepeslaud areHTOB ry04aToi sHIe(aJonaTny )KHBOTHBIX ITOCPEICTBOM JIEKAPCTBEHHBIX
MIpPenapaToB Ui MEAWIUHCKOTO M BETEPHHAPHOTO NpHMEHEHHs. I KakIoro Takoro pojaa Marepuaia

HE00XOAUMO MPENCTaBUTh CIECAYIONUE CBENCHMS: Ha3BaHHE NPOM3BOAUTENS; BUJA KHUBOTHBIX W TKaHH, W3

KOTOpPBIX MOJYyYEeH MaTepuan, CcTpaHa MPOMCXOXKIEHHUS JKUBOTHBIX M €ro  HCIOJb30BaHHE.
6. B cooTBeTCTBYIOIMX CiIy4asx JaHHbIE, MOATBEP)KJAIONINE TO, YTO HOBOE BCIIOMOTATEIbHOE BEIIECTBO HE
B3aMMOJCHCTBYET C AaHATUTHYECKHMH METOAMKAMHM CHEelH(UKAIUH JIEKapCTBEHHOrO Iperapara.
7. HeobxoauMo mocpeacTBOM Hajuiexanield (hapManeBTHIeCKoi pa3paOboTKy (BKII0Yast BONPOCH CTaOMIIBHOCTH
¥ TIPOTHBOMHUKPOOHOTO KOHCEPBHUPOBAHUS, €CIHM MPUMEHHMO) MPEACTaBUTh OODOCHOBAHME CMEHBI (BBHIOOPA)

BCIOIOMOTAaTEIbHBIX BEIIECTB u T. I.
8. CpaBHHUTENbHBIC aHHBIC MPO(GMIA PaCTBOPEHHUS TBEPIABIX JIEKAPCTBEHHBIX (OpM HEe MeHee ueM Ha 2

OTIBITHO-IIPOMBIIIJIEHHBIX CEPUSAX JIEKapCTBEHHOTO Iperapara HOBOTO M CTaporo COCTaBOB. B oTHomieHun

JICKapCTBEHHBIX PACTUTEIBHBIX IIPENapaToB MOTYT OBITh JIOCTATOYHBI JJAHHBIE CPABHUTEIIHLHOHN pacnaJacMOCTH.
9. OBocHOBaHMSI HEMPEICTABIEHNUS PE3YJIbTaTOB HOBOT'O MCCIIEAOBaHUSI OMOIKBUBAJICHTHOCTH B COOTBETCTBHUH C
[IpaBnnamMu mpoBeAEHUS HCCIIEAOBAaHNN OMOIKBHMBAJICHTHOCTH JICKApPCTBEHHBIX IIpenapaToB B EBpasmiickom

9KOHOMHUYECKOM COI03€.

B.Il.a.4. HM3menenue wMaccbl 000JOYKHU
JOoKyMeHTsl U

JIEKapCTBEHHBIX (OopM Ui mpuema BHYTph HeoOxomumble yciaoBust IMpouenypa
JAHHBIC

NI UBMCHCHHUC MAaCChI 060H0"IKI/I KchyJ‘ILI

a) TBEPAbIC JICKAPCTBCHHBIC OpMBI JIA

) TBEp p dop 1,2,3,4 1,2 1A

[IpYeMa BHYTpPb

YV ¢ 1 o B u 1

1. Ipodusib pacTBOpEeHUs HE MEHEe YeM 2 ONBITHO-IPOMBIIUICHHBIX CEPU HOBOTO JIGKAPCTBEHHOTO Mpenapara
COIOCTaBUM CO CTapbiM. [Ipy HEBO3MOXXHOCTH TPOBEJCHUsS HCIBITAHHUS PACTBOPEHHS C JEKapCTBEHHBIMHU
pacTUTEIBHBIMH TpEnapaTaMH BpeMs paclagacMOCTH HOBOI'O JICKAPCTBEHHOIO Iperapara B CPAaBHCHHH CO
C T a p B M

2. O6Goouka HE SIBISIETCS KJIIOYEBBIM bakTopom MeXaHu3Ma BEICBOOOKIEHUS.
3. Crenugukanms JeKapCTBEHHOTO TIpernapaTa 0OHOBIIEHA TOJNEKO B YaCTH MACCHI U Pa3MepoB (€CIi PUMEHAMO
)

4. Hauatbel COOTBETCTBYIOIUE MCCIECIOBAHUS CTAOMILHOCTH B COOTBETCTBUH C aKTaMH, BXOASIIMMHU B IIPABO
Cor03a HE MCHEE YeM Ha 2 OINBITHO-ITPOMBIIUICHHBIX WM MPOMBIIUICHHBIX CEPHUSX; B PACTIOPSDKCHUH 3asIBUTEIIS
Ha MOMCHT BBCACHUA I/ISMeHeHI/Iﬁ HaXoOsTCsL yL[OBHCTBOpI/ITeJ'II)HLIe 10 MCHBHIeﬁ Mepe 3-X MECSYHBIC JAHHBIC 110
CTAaOMJILHOCTH; MOJATBEPXJACHUE TOTO, YTO HCCJICIOBaHUS OyayT 3aBeplicHBbl. Eciu pe3ynbTaThl HE
VKJIaIbIBAIOTCSA B CHCIH(DHUKANNY W TOTECHIIMATHFHO MOTYT HE YIIOXKHUTHCS B CICHU(UKAIIUN HAa KOHEI[ CPOKa
FOJHOCTH, WX HEMEIJICHHO MPEACTaBAT YHNOJHOMOYEHHOMY OpraHy (9KCIEPTHONW OpraHH3aIiH)
roCyZapCcTBa-4ieHa BMECTE C MPEAIaraéMbIM IUTAHOM JICHCTBHA.

JdokywmMeHT ans

1. TlompaBka K COOTBETCTBYWINEMY pasneny (pasjaenam)  pPErUCTPAIMOHHOTO  JIOChE.
2. Jlexmaparus, 9T0 Ha4aThl TpeOyeMbIe UCCIICAOBAHMUS CTA0MIFHOCTH B COOTBETCTBUH C aKTaMHU, BXOISIIAME B
mpaBo Coro3a (c ykazaHHEM HOMEpPOB CepHii); U 4TO (B COOTBETCTBYIOIIMX CIydasX) HA MOMEHT BBEACHHUSA
W3MEHECHUI B €ro pacrlopsyKeHUH HAXOTUIIUCh TpeOyeMble MUHUMAJbHBIC YOBICTBOPHTEIbHBIC NaHHBIC 1O
CTaOMIIBHOCTH; W MMEIOIINECs aHHbIe He CBUACTEIHCTBOBAIM O Kakoh-mnbo mpobieme. Heobxoammo Taxke
NPEACTaBUTh MOATBEPKACHUE TOTO, YTO MCCIEJAOBaHMs OyIyT 3aBeplleHbl, M €CIH pe3ysbTaTbl He OyIyT
YKJIaIbIBaThCS B CIICIU(UKAIIMYM WIH MTOTCHIIMATHHO MOTYT HE YJIOXKHUTHCS B CeNU(UKAIIMU Ha KOHEI[ CPpOKa
TOJHOCTH, WX HEMEMJICHHO TMPEJCTAaBAT YIOJHOMOYCHHOMY OpraHy (PKCIEpTHON OpraHu3aIiumn)
rocyJapcTBa-ujieHa BMeCTe C NpejiaracMbIM IIAHOM JeicTBuUil. KpoMe TOro, B COOTBETCTBYIOIIUX CITydasix
HE00X0AUMO MTPOBECTH UCTIBITAHNE (POTOCTAOMIEHOCTH.

b.Il.a.6. HckiroueHue KOHTeHHepa ¢ TpebGyemas Bun
Heobxoxnmeie ycinoBus

pactBoputeneM (pa3daBuTeNIeM) U3 YIaKOBKU JOKyMEHTaIHs MPOLEAYPHI
- 1,2 IB

JdokyMeHT anmsd
1. O0ocHOBaHUE WCKITIOYCHUS, BKIIFOUYAsl YKa3aHWE Ha allbTCPHATHBHBIC CITOCOOBI MONyYCHUS PacTBOpHUTENS (



pa3baBuTenst) B Iemsax Oe3zomacHOro # 3G (EKTUBHOTO TPUMCHCHHS JICKAPCTBCHHOI'O IMpernapara.
2. [lepecmoTrpeHHas nHMBOpMAIHS O JICKAPCTBCHHOM Ipernapare.
b.Il.a.7. UN3meHeHus, SBISIOMIHECS

pacliMp€HUEM  PETUCTpalMu 1O HeobxonuMmele ycinoBus

*
JO3UPOBKE JICKAPCTBCHHOI'O ITpCriapara

JOKyMEeHTH
IIpouenypa
U TAaHHBIE POLCAYP

1,23 1,2,3 IB

YV ¢ 1 o B ©H 4

1. 2106aBH$[eMBIC HUJIN BBOAUMBIC B3aMCH paHee SapeFI/ICTpI/IPOBaHHHX JIOBI/IpOBKI/I, JOJIDKHBI, HA MOMCHT ITIOJJa4YH
3ad4BJICHUA O l'[pI/IBe)leHl/II/I B COOTBCTCTBUC peFI/ICTpaL[l/IOHHOFO JOCBC, 6])ITI) 3aper14c1'p14pOBaHm XOTA 6])[ B OJHOM
U3 IPpYyTHX TOCYyAapCTB-YJIEHOB.
2. Ha MOMEHT mojauu 3asBJICHUS O NMPUBEICHUHA B COOTBETCTBUC PETHCTPAIIMOHHOTO JOChE, B pedepeHTHOM
TOCY/apCTBE MOJDKHBI OBITH 3apEeTHCTPUPOBAHBI HAUMCEHbBIIAS M HAWOOINBINAs MO3UPOBKH, JHOO MO3MPOBKA,
ompejieiecHHass Ha OCHOBAaHWHM aHajN3a PHUCKOB, B OTHOIICHWH KOTOPBIX IPOBEIEHBI COOTBETCTBYIOIIHE
HCCIIeIOBaHMS OHOIKBHUBAICHTHOCTH WM KIMHHYECKHE HCIBITAHUS, PE3YJIbTaThl KOTOPBIX MOTYT OBITH
SKCTPamoNIUPOBAHBI Ha OCTalbHBIE JIO3BUPOBKHU.
3. JIomKHBI OBITH COOJTIOICHBI KPUTEPUHU OMOBEWBEpa TS IOTIOHUATEIILHBIX O3UPOBOK, OMUCaHHbIC B [IpaBumax
MIPOBECHUS UCCIICIOBAHUN OMOAKBUBAIICHTHOCTH JICKAPCTBCHHBIX MpEnapaToB B EBpa3suiickoM 3KOHOMHYECKOM
coI03e€.

JdokKyMeHT aunumsd

1. Komuu perucTpaiiioHHBIX YJIOCTOBEPEHHUH APYTHMX TOCYAapCTB-WICHOB, MOATBEPIKIAIONINX PETUCTPAIUH
BHOBB 3asSBISEMBIX JO3UPOBOK.
2. Moayinb 3 perncTpanoHHOTO I0Che Ha KaXKyl0 HOBYIO JJO3UPOBKY B COOTBETCTBHH C TPpeOOBaHMSIMH dacTy |
nprnoxerns Ne 1 k HactosmuM [IpaBmmam. Bo3amoskHa Moar(UKAIINS CYIIECTBYIOMINX Pa3esioB ¢ JOOABICHHEM
B HUX nHpOpMaAIUHU 0 IO3UPOBKAX B COOTBETCTBYIOIIUX cIydasx.
3. O6ocHOBaHNE BO3MOKHOCTH IKCTPATOJISIIIAK PE3YJIHTATOB UCCIECIOBAaHNI OMO3KBUBAJICHTHOCTH UCIIBITAHUN
Ha HOBBIE JI03UPOBKH, 3asBJICHHbIC Ha OHOBeliBep. B ciiyyae OnoBeliBepa Ha OCHOBaHUH OHO(apMaleBTUIECKON
KJaccu(UKAMOHHONH CHCTEMBl YCJIOBUSI OHMOBEiBepa JIOJKHBI OBITH BBHIMOJIHEHBI B OTHOLICHHWH Ka)JOW
JIO3UPOBKH.

1000e M3MEHEHHUE NO3UPOBKH JIEKapCTBEHHOTO Ipenapara Tpedyer

%
(') Ilpumeuanue
MOJIauM 3asIBJICHUS O PACIIMPEHUHU PETUCTPAIHIH.

B.11.6) IIpousBoacTBO

B.I1.6.1. 3amena wiu

noOaBliecHHME  HOBOM

MPOU3BOJJICTBECHHOM

IIOMIAaKK JUTsl YacTH wid  HeoOXxoauMeie ycaoBus JIOKyMCHTEHI U TaHHBIC [ponenypa
BCEX MIPOIECCOB

MpoOM3BOJACTBA

JIEKapCTBEHHOTO TpenapaTa

a) HJlO}IIa)IKa no 1.2 13,8 A,y
BTOPUYHOM YIIAaKOBKE

§

) MEOMAAKA MO, gy s 1,2,3,4,8,9 Ay

NIEPBUYHOH YIIaKOBKE

1) TUTOIA/IKA, Ha KOTOPOH

OCYIIECTBISIIOTCS JTIO0BIE

MPOU3BOACTBCHHBIC

omnepaunuu higu ;i

HECTCPHUIBbHBIX

JIeKapCTBEHHBIX _ B
npenaparos, 3a

HCKIIIOYCHNEM BBIITyCKa

cepuil, KOHTpOJS Cepui,



TMEPBUYHON U BTOPUYHOU 1,2,3,4,5,6,7,8,9
YIaKOBKH
Y ¢ 1 o B U 4

1. YI[OBHETBOPI/ITCJ'H)HQ.H HHCICKOHUA B TCUYCHUC IIOCICOAHHUX 3 get HUHCIICKTUPYIOIIUMU OpraHaMu
TrocyaapCTB-4JICHOB, WJIN CTpaHOﬁ, C KOTOpOﬁ 3aKJIFOYCHO z[eﬁCTBonmee COTJIalICHUE O B3aUMHOM IMPU3HAHUU

Hajauexamen NPOU3BOJNCTBEHHOH NpaKTUKHU.
2. [Tnomragka TUIICH3NPOBAHA B YCTAHOBICHHOM TOPSIIKE (T POU3BOJICTBA pacCMaTpUBaeMON JIeKapCTBEHHOU
bopmH nunu JTEKaAapCTBEHHOTO nmpemaparTa).

3. PaccmatpuBaemblit JIEKapCTBEHHBIN npenapar HE SIBJISIETCA CTEPUIbHBIM.

4. B COOTBETCTBYIOIIUX CIydasx, HalpUMep, B OTHOIICHUM CYCIICH3UIl MM 3MYJIbCHM, MMeeTcs cxema
BaJIMJAallM{ WIN B COOTBETCTBUHU C TEKYIIUM IIPOTOKOJIOM YCHEIIHO MPOBEICHA BaTUAAIUS HOBOH IUIOMIAAKY C HE
MeHee qyeM 3 NPOMBIIMIJIEHHBIMHU CEpHUSIMHU.

5. PaccmarpuBaeMslii JIeKapCTBEHHBIH IpENapaT He SBISIETCS OMOJIOTHYECKUM (MMMYHOJIOTHIECKUM).

JdokymMeHT ans

1. TloaTBepkACHUE TOTO, YTO NpeajaraeMmas IUIONANKa JIMIEH3UPOBaHA B YCTAHOBJICHHOM IOPSJKE JUIS
MPOU3BOJICTBA  JIEKaPCTBEHHOW  (OpMBI MM  paccMaTpUBaeMOro  JISKAapCTBEHHOrO  IIpernapara.
2. B cooTBeTcTBYIOmUX Cirydasix HEOOXOIMMO yKa3aTh HOMEpA CEpHii, COOTBETCTBYIOLIHNE Pa3Mep CEpUH U JaTy
MIPOM3BOACTBA cepuil (He MeHee 3), CIOIb30BaHHbBIE B BAIMAAIIMIOHHOM HCCIIEIOBAaHNUH, U NTPEICTAaBUTh JaHHbIC
mno BaJTUJAIUN U MPOTOKOJ (cxemy) BaJUAINN, MO IJIEKAI I mojade.

3. B myHKTE 0 BHOCHMBIX M3MEHEHUSX 3asBJICHHUSA O NPUBEIECHUN PETUCTPALIMOHHOIO I0ChE B COOTBETCTBHE C
TpeboBanusimu Coro3a (CONPOBOAUTEIBHOM NHChME, (hOpMe 3asIBIICHHSI O BHECEHHH U3MEHEHHH, TPUI0KEHHOH K
COIPOBOJIUTENIILHOMY ITMChbMY) HEOO0XOAMMO 4YeTKO 0003HAa4MTh paHee OJO0OpEHHBIX M MpeiaraeMbixX
MPOU3BONUTENECH, KaK yKa3aHO B

paznene 2.5. bopMHb 3asiBIEHUS.
4. Kommm yTBEpKICHHBIX CHEMU(UKAIMI HAa BBITYCK M KOHEI CPOKAa TOTHOCTH (€CIH MPUMEHHUMO).
5. JlanHple aHanm3a 1 MPOMBINUIEHHOW CEPHH W 2 OMBITHO-IPOMBINUICHHBIX CEpHil, IMHUTHPYIOLINX MPOIECC
IMPpOU3BOACTBA (I/IJ'[I/I JABE MMPOMBINIJICHHBIC cepI/m) 1 CPABHUTCIIbHBIC TaHHBIC C 3 CCpUsIMH, IMPOU3BCICHHBIMU HaA
npeabAyen NMPOM3BOJACTBEHHOIM njomaake.

[To 3ampocy HeoOXOAMMO NPEJCTaBUTh IaHHBIE 110 CIEAYIOUIMM 2 TIOJHBIM TNPOMBIIUIEHHBIM CEPHUSIM;
HEOOXOMMO COOOIINTD, €CIH Pe3yIbTaThl aHAIN3A HE YKJIAABIBAIOTCS B CIIEHU(HKAINIO, ¥ IPEII0XKNTh TUIaH
I € UM ¢ T B U Hu

6. CoOTBETCTBYIOIINE JTaHHBIC 110 BAIMAALNH, BKJIIOYAsl Pe3yIbTaThl MUKPOCKOIIMHU PacIIpeieeHus Mo pazMepam
YacTHI U UX MOP(OJIOTUN MATKHX M JKUIKUX JEKApCTBEHHBIX (OPM, B KOTOPHIX aKTHBHAs (hapMalieBTHUECKas
Cy6CTaHHI/IH HaXoOguTcHd B HEPAaCTBOPEHHOM COCTOSIHHHU.

7. Ecnu Ha HOBOM MPOU3BOACTBEHHOMN IUIOMIAJKE B KaueCTBE MCXOJHOTO MaTepHaia MCIOJb3yeTCsl aKTUBHAS
(apmaneBTHYECKask CyOCTaHLUS — AeKIapanus YIOJIHOMOYCHHOTO JIMIA IJIOMIAAKH, OTBETCTBEHHOTO 32 BBIYCK
CepHii, 9TO aKTHBHAs (papMarieBTHUECKast CyOCTaHIMS IPOU3BEICHA B COOTBETCTBHUH ¢ IpaBuiaMu HaeKamen
MIPOM3BOACTBEHHOW MpPAKTHKH EBpa3suilcKkoro 3SKOHOMHYECKOTO CO03a JUIS HCXOAHBIX MaTepHaloB.
8. IlompaBka K  COOTBETCTByIOHmIeMY  pa3fgeny  (pa3genaM)  pPerHCTPAllMOHHOTO  JOCKE.
9. Ecnu mpou3BojicTBeHHAs IUIOMIAJKA M IUIOIIAAKA, Ha KOTOPOW OCYILECTBIISIETCS IEpPBHYHAs YNaKOBKa,
pasiauyaloTcs, HeoOXOJUMO OmHcaTh W BalUAMPOBATH YCJIOBHS TPAHCIOPTHPOBKH W XpaHEHHS
HepacdacoBanHoro npemnapara (bulk).

IIpyu n3MeHEeHUM NPOU3BOACTBEHHOM IUIOMIAJKU WM HOBOW NIPOM3BOJCTBEHHOMN
IUIOLIAIKe B cTpaHe 3a mpeaenamu Coros3a, ¢ KOTOPOIl He 3aKJII0YEHO COTJIAIICHUE O
B3aMMHOM IIPpU3HAHUU Haﬂnemameﬁ HpOH3BOZ[CTBCHHOﬁ IIPpaKTUKU, ACPKATCIIAM 10
MOJayu  YBEAOMIJIEHUS  DPEKOMEHAYETCS  IMPOKOHCYJIbTUPOBATHCA  C

YIIOJTHOMOYEHHBIMH OpTraHaM¥ (IKCIIEPTHBIMH OPTaHU3ALUSIMI) TOCYIapCTBa-YICHA
1 TIPEACTaBUTh CBEICHHS O BCEX MHCIICKIUAX, MPOBEICHHBIX (hapManeBTHIECKUMHU
HWHCIIEKTOpaTaMU TOCYHAAapCTB-WICHOB 3a TocienHue 2 — 3 roma u (WIIH) BCeX
3alJIaHUPOBAHHBIX ~ MHCIEKIMAX  (apMaleBTUYECKUMH  HMHCIEKTOpaTaMHu

ToCyaapCTB-4JICHOB, BKJIIOYasd JdaThbl HHCHCKHHﬁ, KaTeropun HUHCICKTUPYEMBIX
MPOAYKTOB, HAaJ30pHOE BEJAOMCTBO M TIpouHe cBeaeHHs. Bce 310, mpu
HeoOXoauMocTH, OyneT crocoOCTBOBaTh INPHUTOTOBJIEHUSM K HMHCHEKIMH Ha



IIpumeuanust:

B.I1.6.2. H3meHeHme
UMIIOpPTEPA, COTJIALICHUH
O BBIIYCKE CcEpUU U
WCTIBITAHUN O KOHTPOJIIO
KayecTBa JIEKapCTBEHHOTO
mpemnapara

a) 3aMeHa WK T00aBJICHHE
IJIOIIAAKU, Ha KOTOpPOH
OCYIIECTBJIIETCS KOHTPOIb
KauecTBa (MCIBITAaHUE)
cepuid

B) 3aMEHA WJIH JT00ABJICHHE
MPOU3BOAUTENS,
OTBCTCTBCHHOI'O 3a BI)IHyCK
cepuii

1. 3a wuckIOYEHHEM
KOHTpoNs  KadecTtBa (
UCTIBITaHUS) CepUA

2. Bxirodas KOHTpPOJb
KadecTBa (MCIBITAHHE)
cepuii

cootBercTBUE [IpaBuiaMm Haanexalleld Npou3BOJACTBEHHON MpakTUKK EBpasuiickoro
SKOHOMHYECKOTO COI03a TPAKTUKH HHCIEKTOPATOM ToOCyJapcTBa-dicHa.
Hexiapanuyi ~ yIOJHOMOYEHHOTO  JIMIA, 3aTParWBaiollde  aKTUBHYIO
¢dapmaneBTHUecKkyo cybOcraHmuio. JlepxaTenn JHIEH3MI Ha IPOU3BOJICTBO
00s13aHBI B KadeCTBE HCXOJHBIX MATEPHUAJIOB HCIOIb30BaTh HCKIIOYHUTEIHLHO
AKTUBHBIC (hapMalleBTUUYCCKHE CYOCTAHIIUH, NMPOU3BEICHHBIC B COOTBETCTBUHU C
IIpaBunamMu Hajgnexkamed MOpOU3BOACTBEHHON mpakTuku EBpaszuiickoro
SKOHOMHYECKOTO COI03a, MOATOMY KaXAblH JepKaTellb JUUEH3UN Ha MPOU3BOJICTBO
00s13aH MPOJCKIAPUPOBATh, YTO OH B KaYECTBE MCXOTHOTO MaTepHaja MUCIOIb3yeT
AaKTUBHYIO (hapMalleBTHYECKYIO CyOCTaHIIHIO, IPOM3BEACHHYIO B COOTBETCTBUU C
IlpaBunamMu Hajjexamed MOPOU3BOACTBEHHON mpakTuku EBpasuiickoro
SKOHOMHUYECKOTO coto3a. Kpome TOro, mockojbKy YIMOJTHOMOYEHHOE JIHIIO,
OTBETCTBCHHOC 3a cepTH(UKAIUIO cepur, OepeT Ha ce0s1 OOIIYI0 OTBETCTBCHHOCTh
3a KaXAYH CEepUI0, €ClIM IUIOLIAJKA, BBITYCKAIOUasi CEpHUI0, OTIWYAETCS OT
YKa3aHHOU BHIIIE, YIIOJTHOMOYCHHOE JIMIIO, OTBETCTBEHHOE 32 CEPTUPHUKAINIO CEPUU
, JOJDKHO TPEICTaBUTH MOIOIHUTENBHYIO NeKiIapannio. Bo MHOrmX ciydasx
BOBJICYCH TOJBKO OJWH JepKaTedb JHICH3UH Ha IPOU3BOJCTBO, MOITOMY
noTpedyeTcsl TOJNIBKO OofHa nekiapaiiusa. OmHAKO, €CIM BOBJICUEHBI HECKOJIBKO
BJIAJIENIBIIEB JIMIIEH3UI Ha MPOU3BOJICTBO, BMECTO MOJIaYM HECKOJIBKUX JIeKIIapaliuii
JIOTYCKaeTCs MOAaTh OJHY JAEKJIapaluio, MOANUCAHHYI0 OJHUM YIOJIHOMOYEHHBIM
JIMIOM. DTO JOMYCTUMO IMPHU YCIOBUH TOTO, YTO: B JEKJIApallli YETKO YKa3aHO, YTO
OHa TIOAMHCAaHAa OT JHUIa BCEX BOBICUCHHBIX YIIOJHOMOYCHHBIX JIHII;
JIOTOBOPEHHOCTH CKPEIUICHB TEXHUYECKUM COTJIAIICHHEM, ONHCAHHBIM B TJIaBe 7
IlpaBun  Hagnexameid NOpPOU3BOACTBEHHOW TpakTuku  EBpasuiickoro
SKOHOMHUYECKOT'0 COI03a, W YIMOJHOMOYEHHOE JIMIIO, MOJaloliee ACKIapaluio,
YKa3aHO B TakKOM COTJIAlICHUU Kak Oepyiiee Ha cebs 00513aTelbCTBO IO
COOTBETCTBUIO MPOU3BOAUTENS (TPOM3BOIUTEINCH) aKTUBHOW (hapManeBTHIeCKOMH
cyocranun [IpaBriaM Haexameil Tpon3BOICTBEHHOM pakTuku EBpasuiickoro
SKOHOMHYECKOTO COI03a. YKa3aHHBIC COTJIAIEHUS SBISIOTCA IIPEIMETOM
WHCIEKIWH  YIOJTHOMOYEHHBIX OpraHoB (PKCIEPTHBIX OpTraHU3aIui)
TOCyAapCTB-4IECHOB.

JoKyMeHTSH

H IT
€00XOIUMBIC YCIIOBUS . pouenypa

2,3,4,5 1,2,34 IA

1,2,5 1,2,3,4 Ayy

1,2,3,4,5 1,2,3,4 Ay



Y ¢ a1 o B u 4

1. IlponsBoanTENH, OTBETCTBEHHBII 33 BBHIITYCK CEPUH, JOJDKEH PACIONaraTthCsi Ha TEPPUTOPUN KaK MUHUMYM
OJTHOTO TOCyAapcTBa-uieHa. Ha TeppuTopum Kak MHHHMYM OJHOTO TOCYAapCTBa-uiI€Ha COXPAHAETCS IO
MEHBIIEH Mepe OfHA IUIOIIAKa II0 BBIIIYCKY Cepuil, cHocOOHas cepTU(UIMPOBATH UCTIBITAHUS JIEKAPCTBEHHOTO
nmpemnapara B ensax BBINTyCKa cepuii B paMKax Coro3a.
2. [Mnomanka JUI€H3UPOBaHa B YCTAaHOBIECHHOM nopsake.
3. JlekapcTBEHHBIN IIpenapar He SBIseTCS OHONOrHYecKM (MMMYHOJIOTHYECKUM) JIEKApCTBEHHBIM IIPEIapaToM.
4. Tpancgep TEXHOJIOTH CO CTApOi Ha HOBYIO IUTOMIA/IKY WJIM HOBYIO HCITBITATEIIFHYIO JIAOOPATOPHIO MTPOU3BEICH
y ¢ m e m H O

5. B rocymapcTBe-wi€HE WIM B CTpPAaHE HE SBISIOLIEHCS TOCyAapCTBOM-UJIEHOM, C KOTOPOM 3aKIIOYEHO
JEeUCTBYIOIIEE U COOTBETCTBYIOIIEE COTJIALICHHE O B3aUMHOM IIPU3HAHHM HaJUlexalled MpOU3BOACTBEHHOM
MPaKTHUKH MEXIy 3Toil crpaHoi n CoI030M, COXpaHseTcs MO0 MeHbIed Mepe | momanka Mo KOHTPOJIIO (
UCTIBITAHHIO) CEpUii, ciocoOHast MPOBOIUTH UCIIBITAHNUS MIperapara B LeJIsIX BhITycKa cepuii B pamkax Coro3a.

JoxkxkyMmMeHT anuus

1. Komus numeH3uit Ha MPOU3BOJACTBO U CEPTU(HUKAT COOTBETCTBHS NMPOW3BOAMUTENS TpeboBaHusAM IlpaBuin
HaJyIekKaIle MpOU3BOJICTBEHHON MPAaKTHKU EBpa3wiickoro SKOHOMHYECKOTO CO¥03a, BBIIAHHBIN B TedeHHE 3
MOCJIEIHUX JIET COOTBETCTBYIOIIMM YIOJTHOMOYEHHBIM OPraHOM (IKCIIEPTHOM OpraHu3aliueil) rocyapcrpa-uieHa

2. B myHKTE 0 BHOCHMBIX M3MEHEHHUAX 3aSBICHHS O NMPUBEICHUH PErHCTPAIMOHHOTO JI0ChE B COOTBETCTBHE C
TpeboBanusmu Coro3a (CONPOBOAUTEIHHOM NHCHME, (hOpME 3asIBJIICHHSI O BHECEHHH U3MEHEHHH, MPUI0KEHHOH K
COTIPOBOJUTEIHHOMY IHCHMY) HEOOXOAMMO YeTKO OO0O3HAaYHWTh paHee OMOOpPEHHBIX W MpelIIaraeMbIX
MPOU3BOIUTEIIEH, KakK yKa3aHo B pasnene 2.5. dbopMsI 3asiBJICHHUA.
3. Jlexnapalys yrnoJHOMOUYEHHOTO JIMIIA, OTBETCTBEHHOTO 33 CEPTU(PHKAIIUIO CEPUH, B KOTOPOH YKa3bIBaeTCsI, YTO
MPOM3BONTEND (TIPOU3BOIUTENN) AKTHBHOW (hapMalleBTHYECKOH CyOCTaHIMH, YKa3aHHOHW B PErHMCTPallIOHHOM
Jnocke, paboraer B cooTBeTCTBHU C [IpaBuiaMm Hajuiexarieidl NpOW3BOACTBEHHOW NMpakTHUKU EBpasuiickoro
9KOHOMHYECKOTO COI03a JUIl MCXOOHBIX MarepuanoB. [Ipyn ompeneneHHBIX OOCTOATENBCTBAX JIOIYCKAETCs
MpeaCTaBIATh OIHY JeKJIapamuo (cMm. MpUMeYaHue K N3MEHEHUIO B.I1.6.1).
4. TlompaBKa K COOTBETCTBYIOIIEMY pa3eny (pasfesaM) perncTpalioOHHOTO JO0ChE, BKIIOYas WHGOpPMAIUH O
JIEKapCTBEHHOM TIpernapare.

B.11.6.3 H3meHeunue
mporecca MpOU3BOJCTBA
JICKaPCTBEHHOTO Mperapara

, BKJIOYas JoKyMeHTHI
. HeobxonnMmere yciaoBus [Ipouenypa
MIPOMEKYTOUHBINA MPOAYKT, U JTaHHbIE
UCIIOJNb3yEeMBbIf B
MPOU3BOJACTBE
JIEKapCTBEHHOTO TIperapara
a) He3HaynMmble u3mMenenus 1, 2, 3, 4, 5, 1, 3, 4, 5, 6, A
mpolecca Npon3BOACTBA 6,7 7,8
€) HeCyIIeCTBEHHOE
W3MEHEHHE Ipolecca
MPOU3BOJACTBA BOJHOM  — 1,2,4,6,7,8 1B
CYCIIEH3UU sl Tpuema
BHYTPb

Y ¢ 1 o B W A
1. I3MeHeHusT Ka4yeCTBEHHOTO WMJIM KOJUYECTBEHHOTO MPOGWI MpUMeced Wi (PU3UKO-XHMHYECKIX CBOMCTB
OTCYTCTUBYIWOT

2. H3meHeHue  KacaeTcs TBEpAOW  JIeKAapCTBEHHOW  ¢GopMbl  JiIs  [pHeMa  BHYTpPb
(pacTtBOpa Il pUeMa BHYTPb) C HEMEIUIEHHBIM BBICBOOOXIEHHEM, M PAacCMaTPUBAEMBIH JIEKapCTBEHHBIN
npemnapar HE SIBIISICTCS OMOJIOTHYECKUM (MMMYHOJIOTHYECKUM) NI PacTHTEIIBHBIM.

3. IlpuHOUN TpPOW3BOJCTBA, BKIIOYAs OTAEIbHBIE €r0 ATallbl, HE H3MEHSIOTCS, Hampumep, oOpaboTka
MIPOMEXYTOUHBIX MTPOTYKTOB, OTCYTCTBYIOT H3MEHEHHS KaKUX-JTHOO PaCTBOPHUTEINECH, HCIIOIb3YEMBIX B IIPOIECCE
OIpoHU3BOLCTEBa



4. 3aperucTpUpOBAaHHBI B  HACTOsALIEe BpeMs IpOIECC MPOU3BOJACTBA  KOHTPOJIHPYETCS
BHYTPUITPOU3BOJICTBEHHBIMH KOHTPOJISIMU, M U3MEHEHHE TAaKUX KOHTPOJeW (paciuiMpeHre WK HCKIIOYEHUE
KpUTEpHUEB NPUEMIEMOCTH) HE TpebOyeTcs.
5. Cneuuduranuyu JIEKAPCTBEHHOrO TMpelapaTa WIA TMPOMEKYTOUYHBIX MPOJAYKTOB HE H3MEHSIOTCS.
6. TTo pe3ynbTaTaM HOBOTO MPOIIECCA JODKEH 00Pa30BBIBATHCSA MACHTHYHBIA C TOYKH 3PEHHS BCEX acCIEKTOB
KayecTBa, O6e3omacHOCTHU u 3 PhekTUBHOCTH JICKAapCTBEHHOTO npemnapara.
7. CornacHO COOTBETCTBYIOIIMUM aKTaM, BXOASAIINM B mpaBo Coro3a Ha4aThl COOTBETCTBYIOLINE UCCICAOBAHUS
CTaOUJIBHOCTH HE MEHEE YeM Ha | ONBITHOW WITH MPOMBIIUICHHOW CEpUM; B PACTIOPSHKEHHUHN 3asIBUTEIIST HAXOIATCS
YIOBICTBOPUTENBHBIC PE3YJIbTAThI 10 MEHbIIEH Mepe 3-X MECSYHOTO U3ydeHus: cTabunbHOCTH. [loATBEp XK ICHNE
TOTO, YTO MCCIIeI0BaHMsI OYIyT 3aBEepILCHbI, U €CIIU Pe3yabTaThl He OyIyT YKJIabIBAThCs B CHCUUPUKALUKN HITH
MOTYT HOTEHI[MAJIBHO HE YJIOXKUTHCS B CHEU(UKAIMHA Ha KOHEIl CPOKA TOJHOCTH, MX HEMEIJICHHO MPECTaBST
YIIOJTHOMOYECHHOMY OpraHy (3KCIIEPTHOW OpraHH3alliK) rOCyAapCTBa-uicHa BMECTE C MPEIaracMbIM MIaHOM
JIeHCTBUI.

JoxkyMeHT anH™a s

1. IlompaBka K  COOTBETCTByIOmEMYy  pa3zmeny  (pa3aenaM)  pPEeTrHCTPAllMOHHOTO  JOCKE.
2. B OTHOIIIEHNYU MATKHX U JKUJKUX JIEKapCTBEHHBIX (DOPM, B KOTOPBIX aKTUBHAs (hapMalieBTHIecKas CyOocTaHIus
HaxXoJUTCA B HEPACTBOPEHHOM COCTOAHUM: HaJJICKalllasd BaJnJalda U3SMCHCHU A, BKIIIOYasd MUKPOCKOIIUIO YaCTHUIL
B LIEJISIX TIPOBEPKH BUIMMBIX U3MEHEHHH MOP(OIOTUH; CpaBHUTENIFHBIE JaHHBIE O pacIlpeae’IeHUu: 110 pa3Mepy
4acTHUll (nucmepcHocTH), MOJy4YEeHHBIE HaJJIeXalunum crmocoOoMm.
3. B oTHOmEHNN TBEpPABIX JEKAPCTBEHHBIX ()OPM: IaHHBIE MPOQHIS PACTBOPEHHSI OAHOW PENpEe3eHTAaTHBHON
MIPOMBILIICHHONH CEPUM W CpPAaBHUTEIbHBIC NaHHBIE 3 TOCIETHUX CEPHUH, NMPOU3BEIEHHBIX C MOMOIIBIO
npensiaymero npouecca. Ilo 3ampocy HEOOXOIUMO NPEACTAaBUTh JaHHBIE IO CIEAYIOMIMM 2 TOJHBIM
IIPOMBINUICHHBIM CEPUAM HUIIU COO6HH/ITB, €CJIM PE3YJbTAThl HE YKIIAaJIbIBAIOTCA B CHCHI/I(bI/IKaHI/IIO " OpEaJIOKUTD
o0 J1aH Je#ncrTBHH

B oTHOmIEHNN JIEKapPCTBEHHBIX PAaCTUTEIBHBIX HPENapaToB MOTYT OBITH OCTAaTOYHBI JaHHBIE CPAaBHUTEILHOM
pacmamxaeMOCTH

4. OOoCHOBaHHWS HENPEICTABICHHUS pPE3yJNbTATOB HOBOTO HCCIEOOBAHUS OMOIKBUBAICHTHOCTH

B COOTBETCTBUHU C [IpaBniamu npoBeAeHNs UCCIEI0BAHNI OMO’KBUBAJICHTHOCTH JIEKAPCTBEHHBIX NIPEMApaToB B
EBpasuiickom DKOHOMHUYECKOM comw3se.

5. Ilpn u3MeHeHnU mapamerpa (IapamMeTpoB) Mpolecca, KOTOPBIH CUMTAETCs HE OKa3bIBAIOIIMMHU BIIMSIHUE Ha
Ka4yecTBO JIEKApCTBEHHOI'O IIperapara, JeKjapalys, 4TO 3TO JIOCTUTHYTO B XOJE paHee INPOBEICHHOM
onobOpeHHOH O EHKH PHUCKOB.

6. Konuu cunenupuUKanu Ha BBINY CK u KOHEII cpoka TOOHOCTH.

7. Haunsle anamm3a cepuii (B ¢opmare CpaBHUTENBHONH TaOMWIBI) IO MEHBIIEH Mepe OFHOU CepHuu,
MPOM3BEJICHHOM C TIOMOIIBIO 0JIOOPEHHOTO U IpeAsaraeMoro mnpoiiecca. [1o 3ampocy HE0OX0AUMO MPEACTABUTH
JaHHBIC 110 CICAYIONIUM JIBYM IMOJIHBIM NPOMBIIIIJICHHBIM CEPUAM; CIIEAYET COOGLHI/ITI:, €CJIM pE3yJIbTaThl aHAJIN3a
HE YKJIaAbIBAIOTCS B CHEHU(PHUKANUIO W IPEMIOKUTh IUIaH JeiicTBuil. Jlekiapauusi, 4TO Havarbl
COOTBETCTBYIOIINE HCCIIEIOBAHMUS CTAa0MIBLHOCTH B COOTBETCTBUH C aKTaMH, BXoasmmMu B mpaBo Coroza (c
yKa3aHHEeM HOMEpOB CEepHil) M M3ydeHBl He0OXOANMBIE MapaMeTphl CTAOMIBLHOCTH IO MEHbIIeH Mepe Ha |
OTIBITHO-TIPOMBIIIJIEHHO!N WJIM MPOMBIIIJICHHON CEPUU W HA MOMEHT YBEAOMIICHHS B PACHOPSKEHUH 3asBUTEIIS
HAXOJWJINCh YAOBJIETBOPUTEIBHBIE PE3YJIBTATHI M0 MEHBIIEH Mepe 3-X MECAYHOr0 M3YUCHUs! CTaOMIBHOCTH; U
npoGuIIb CTAOMIBHOCTH aHAIOTUYCH TEKYIIEH 3aperuCTPUPOBAHHON CUTYaIUH. [IpeIcTaBIeHO MOATBEPIKIACHUE
TOTO, YTO MCCIIEIOBaHUS OyIyT 3aBEPLICHBI, U YTO €CJIM Pe3yJIbTaThl He OyIyT YKJIAABIBATHCS B CrielH(UKaIn
WIM MOTYT NOTEHIMAJIbHO HE YIOXKHUTHbCS B CHENM(UKAMU Ha KOHEN CpOKa TOJHOCTH, UX HEMEIJICHHO
MIPEACTaBST YIOJIHOMOUYCHHOMY OpraHy (3KCIIEPTHOH OpraHH3alii) ToCy1apcTBa-wieHa BMECTE C TpeJyIaracMbIM
IIJIAHOM JEMCTBU.

b.11.6.4. U3mcHeHue
asMepa cepuu (BKJIIOUas JOKyMEHTH

P P pun ( Heob6xoaumele ycinoBus y

JTNAITa30Hbl pa3Mepa Ceprn) U JTaHHBIC

JICKapCTBCHHOTI'O IIperapara

IIponenypa

a) YKpyIHEHHUE BIUIOTH IO
10 pa3 mo cpaBuenuto ¢ 1,2,3,4,5,7 1,4 1A
0JTI00pPEHHBIM



0) pasykpymuenue g0 10 1,2,3,4,5,6 1,4 1A
pa3

) ykpynHeHue Oonee 10

pa3 1o CpaBHCHHIO C

0JI0OpPEHHBIM pa3MepoM

CepUM JIEKapCTBEHHBIX  — 1,2,3,4,5,6 1B
dbopM ¢ HeMeIICHHBIM

BBICBOOOXIeHUEM (IS

npremMa BHYTPb)

€) Macmrad IpOU3BOJICTBA
OHO0JIOTHUECKOr0 (
HMMYHOJIOTHYECKOT0)
JICKapCTBEHHOTO IIperapara 1.2.3.4.5.6 B
yBenMUIUIICS (YMEHBIIUIICS)

06e3 W3MeHeHus Tpolecca

MPOM3BOACTBA (HAIpPHMeED,

JyONMpOBaHNE JTHHUH )

Y ¢ a1 o B um 4

1. smeHeHne He BIMSIET HA BOCIPOU3BOAMMOCTD U (MJIM) MOCTOSIHCTBO KadecTBa JIEKapCTBEHHOTO Ipernapara.
2. V3MeHeHMe 3aTparuBaeT CTaHAAPTHBIC JEKapCTBEHHbIE (OPMBI JJIsl NMpHEMa BHYTPb C HEMEIJICHHBIM
BBICBOOOXK/IEHHEM U HECTEpPUIbHBIE KUAKUE JeKapCTBEHHBIE (dhopmBI.

3. JIroOble M3MEHEHHS METOJIOB IPOM3BOACTBA M (MJIM) BHYTPUIIPONU3BOACTBEHHBIX KOHTPOJIEH HEOOXOIMMBI
TOJNBKO JUIS W3MEHEHHS pa3Mepa CepuH, HaIpuMep, HCIIOIb30BaHME OOOPYJOBaHUS IPYyroro pasmepa.
4. Nmeetcst cxeMa BaIWAALUK WIX B COOTBETCTBHU C TEKYIIUM IPOTOKOJIOM YCIIELIHO ITPOBEICHA BAJIMAALIMS
IMPONU3BOACTBA HE MCHEC YEM HaA 3 IIPOMBINUICHHBIX CEPUAX C HOBBIM pasME€pPOM B COOTBETCTBUU C IIPUMEHUMbBIMU
TpeOOBaHUSIMU

5. PaccmaTtpuBaemblil JIeKapCTBEHHBIH NpenapaT HE SBISETCS OHOJIOTMYECKHM (MMMYHOJIOTUYECKHM).
6. l3MeHeHne He JODKHO OBITH CIEICTBHEM HENPEABHUAECHHBIX CHTYallHil, BOSHUKIIMX B XOJ€ IPOU3BOJICTBA,
nIu H3MEHEHHUS cTabuUnbHOCTH.
7. Pa3zmep cepum yxmangsiBaercs B 10-KpaTHBIA IWana3oH, MPEAYCMOTPEHHBIN MPU PETHCTPALNHN, WIH TIOCIEe
MOCJIEAYIOLIETO U3MEHEHNUS, HE ABISBILIETOCS N3MEHEHHEM [A Tuma.

JdoxyMeHT au™ s

1. TlompaBka K  COOTBETCTBYMOIIEMY  pa3feny  (paszznenaM)  PETHCTPAIIMOHHOTO  JIOCKE.
2. Jlannapie ananm3a cepuil (B popmare CpaBHHUTEIBFHOW TAOIUIIB) IO MEHBIIEH Mepe OTHON MPOMBIIUICHHON
CepHuH, TPOU3BEIEHHOW B 3apeTHCTPHUPOBAHHOM W IpeiaraeMoM pasmepax. [lo 3ampocy HeoOXoammo
MPEICTaBUTh JaHHBIC IO CIEAYIOUUM 2 TOJIHBIM IPOMBIIIICHHBIM CEpHSAM; JAep)KaTelb PeruCTPalliOHHOTO
YIAOCTOBEPEHHUsT 005A3aH COOONIUTH, €CIHM pPE3yJbTaThl aHAIW3a HE YKJIAIbIBAIOTCA B CHCIU(PUKALUIO, U
NpPEenNoOXUTH niaaH neucrtBuUil.

3. Komum omoOpeHHbIXx cnenu¢puKanmuié Ha  BBIIYCK M KOHEI] CpoKa  TOJHOCTH.
4. B COOTBETCTBYIOMNX CITyYasx HEOOXOANMO yKa3aTh HOMEpa CepHii, COOTBETCTBYIOIINE Pa3Mepy CEpUH U JaTe
WX TIPOU3BOCTBA (HE MeHee 3), MCIIOIF30BAaHHBIX B BATMJAIIMOHHOM HCCIIEJOBAHNH, WM MIPEICTABUTE TIPOTOKOI
(cxemy) BalWMOZamu¥u.

5. HeobOxoaumo NpenCcTaBUTh pe3yabTaThl BaJUJALUU.

6. Pe3ynbpTaThl UccienoBaHU CTaOMIIBHOCTH, MPOBEIECHHBIE B COOTBETCTBHH C aKTaMH, BXOJISIIUMH B IPAaBO
Coro3a, 10 3HAYMMBIM TapaMeTpaM CTa0MIBHOCTH 110 MEHbIIeH Mepe Ha | ONBITHOW WM MTPOMBIIUICHHOH CepuH,
OXBaTHIBAIOMICH IO MEHBINEH Mepe 3 MecsIa; TOATBEP KICHIE TOTO, YTO TaKUe UCCICIOBAHUS OYIyT 3aBEPIICHEI
, M €CIIi pe3yNbTaThl He OYIOyT YKIaObIBaTbCA B CHEHU(DUKANNA WM MOTYT IMOTCHIHATHHO HE YIOXKHUTHCS B
cnenn(UKaIuN Ha KOHEI[ CPOKa TOIHOCTH, MX HEMEIJICHHO IIPEICTABAT YIIOJMHOMOYEHHOMY OpraHy (9KCHEepTHOMH
OpraHu3aIlii) rOCyAapCcTBa-4ICHa BMECTE C MpelaraéMbIM IUIaHOM JeiicTBUil. B oTHOIIEHHH OHOOTHYeCKHX (
MMMYHOJIOTHYECKNX ) CPEJICTB: JIeKIIapalys, YTO OLIEHKA COIOCTaBUMOCTH He TpeOyeTcCsl.

B.I1.6.5. H3meneunue
BHYTPHUIIPOU3BOJICTBEHHBIX
WCTBITAHUN WJIH KPUTCPHCB



MPUEMIEMOCTH, Heobxoanmslie ycnoBus JokyMeHTBH [Mpouenypa
HCIIOJIB3YIOMUXCS  TIPH 1 TaHHBIC

MPOM3BOACTBE

JIEKapCTBEHHOTO TIpenapaTa

a) yXKECTOUYCHHE
BHYTPHUIIPOU3BOACTBEHHbIX 1,2, 3,4 1,2 1A
KpUTEPHUEB IPHEMIIEMOCTH

0) nmoOaBlICHHE HOBBIX
WCTIBITaHUN WK KpuTepues 1, 2,5, 6 1,2,3,4,5,7 1A
MIPUEMIIEMOCTH

B) HCKIIOYCHHEC
HECYIECTBEHHOT O
BHYTPHUIIPOU3BOJACTBEHHOI'O
UCTIBITAHUS

,2,7 1,2,6 1A

¢) no0aBJICHHE WU 3aMeHa

BHYTPHUIIPOU3BOJICTBEHHOTO

UCIIBITAHUA nu3

. - 1,2,3,4,5,7 1B
coobpaxeHui
0€30MacHOCTHU AU

Ka4ue€CTBa

Y ¢ 1 o B U 4

1. I3MeHeHHNe He SBISETCS CIEACTBUEM KaKOro-au0o 00s3aTenbCTBA, MPHUHSATOrO IO pe3yjbTaTaM paHee

MPOBEJEHHBIX DKCIIEPTU3 C 1IEJbI0 aHAIN3a KPUTEPUEB NMPUEMIIEMOCTH ClieUU(pHUKANuU (HAIpuMep, B XOIe

peructpanuu 158871 BHECEHUSA W3MEHEHUHU IT THIA).
2. VI3MeHeHUEe He SIBISIETCS CIIEICTBUEM HENPEABUIACHHBIX CUTYallMi, BO3HMKIIMX B XOJE€ MPOU3BOJCTBA,

HallpuMep, HOBas HEKBaJTHM(HUIMPOBAHHAS IMPHUMECh, M3MEHEHHE IIPENETOB CONEPKAHUS CYMMBI NPHMECEH.
3. JIroboe M3MEHEeHHEe MOJDKHO YKIIAABIBAaThCS B JWANA30H TEKYIINX OJOOPEHHBIX KPUTEPHUEB NMPHEMIIEMOCTH.
4. AHanuTHYeCKas METOJHKa HE H3MEHSETCS 118971 U3MEHIEeTCS HE3HAYUTEIBHO.
5. Hu oviH HOBBIM METO/ MCHBITAHUS HE OCHOBAH Ha HOBOW HECTaHAAPTHOW METOJOJOTUM WM CTaHAAPTHOU
METONOJNOTHH, HCNONb3yeMOH MO-HOBOMY.
6. HoBblif MeTon MCTIBITAaHUS HE SBISIETCS OMOJOTMYECKMM (MMMYHOJIOTHYECKHM, MMMYHOXUMHYECKIM) HIIH
METOJIOM, B KOTOPOM HCIIONIE3YETCS OMOIOTHICSCKUAN PEeakTHB TS OMOIOTHIECKOI aKTUBHOW (hapMarieBTHIECKON
cyo6cTaHOoguu

(32 UCKITIOYEHUEM CTaHAaPTHBIX (hapMaKOIEHHBIX MUKPOOHOIIOIMYECKUX METOJIOB); UCIIBITAHUE HA MOJUIMHHOCTh
(B OTCYTCTBHUE MOIXOASIIEr0 albTEPHATHUBHOTO KOHTPOJA).

7. BHyTpUNIpOH3BOJACTBEHHOE HCHBITAaHHE HE 3aTparuBaeT KOHTPOJIb KPUTHYECKOrO MapaMeTpa, HampuMep:

KOJIMYECTBEHHOE OIIpeJielIeHHe; NpUMecH (eciad TOJBKO ONpEICICHHBIH pacTBOPUTENh OJHO3HAYHO HE

HCIIONIB3YETCS B TPOM3BOJICTBE); JMOOYI0 KPUTHYCCKYIO (DH3MUYECKYI0 XapaKTEepPHCTHUKY (pa3Mep YacTHiIl,

HAaCBHIITHYI0 IUIOTHOCTBIO IO W TIOCJE YIUIOTHEHHS W T. 1.); WCIBITAHWE Ha IOMIHHHOCTH (2 OTCYTCTBHE

MOIXOASAIIETO ATBTEPHATHBHOTO KOHTPOJIIS); MUKPOOHOIOTHIECKIA KOHTPOIb (€CIIM TONBKO OH He TpeOyeTcs B
OTHOIICHHUH ONPE/ICIICHHOM JIeKapCTBEHHON (popMBbl).

JdoxyMmMeHT aUnus

1. TlompaBka K  COOTBETCTBYMOIIEMY  pa3feny  (pas3znenaM)  PETHCTPAIMOHHOTO  JIOCKE.
2. CpaBHuTEnbHAS TaONMIA TEKYIMX U MPEUIaraéMbIX BHYTPHIIPOM3BOJCTBEHHBIX HCIBITAHUN, 1 KPUTEPHEB
OpHUEMIEMOCTH

3. IloppoOHOe onucaHue HOBOM aHATUTHYECKOH METOAMKU M JaHHbIE MO BalUAalH (B COOTBETCTBYIOIINX
c 1y 4 a 8 X )

4. JlanHble aHain3a 2 TPOMBIIUICHHBIX CEPHH (B OTCYTCTBHE IOJDKHBIX OOOCHOBAaHHH AJIsi OMOJIOTMYECKHUX
aKTUBHBIX (DapMaleBTHYECKUX CyOCTaHIMH — 3 cepuH) JICKapCTBEHHOTO Iperapara IO BCEeM IapaMmeTpam
cmenuduaKamuTH

5. B COOTBETCTBYIOIUX CIy4asx CPaBHUTEIBHBIE JAHHBIC TPOQUISI pACTBOPEHHS JIEKapCTBEHHOTO IIpenapaTa He
MeHee 4eM Ha | OIBITHO-IPOMBIIIICHHOW CEpUH, IMPOU3BEICHHONW C HCIONB30BAaHHEM TEKYIIUX H HOBBIX



BHYTPUIPOHU3BOJICTBEHHBIX NCHBITAHUH.

6. B OTHOLICHNH JICKAPCTBEHHBIX PACTUTENBHBIX IIPENApaToB MOTYT OBITh JOCTATOYHBI JaHHBIC CPABHUTEIILHON
pacmangaeMOCTH

7. ObocHOBaHKE (OIIEHKA PUCKOB), MOATBEPKAAOINIEE, YTO BHYTPHIIPOU3BOJACTBEHHOE HCITBITAHUE SIBIACTCS
HECYHN[ECTBEHHBIM UIH ycTapeno.

8. O6ocHOBaHME HOBOTO BHYTPHIIPOM3BOJCTBEHHOT'O HCIIBITAHUS U KPUTEPHUEB IIPHUEMIIEMOCTH.

b.11.B) KoHTpob KauecTBa BCIIOMOTaTEIbHbIX BEILIECTB

b.Il.B.1. 3meHenune mapameTpoB crerupukanuu u (Uiu JlOKyMeHTbI

P P ¢ () HeobxonnMmere ycinoBus Y IIpouenypa
KPHUTEPUEB PUEMIIEMOCTH BCIIOMOTATEIBHOTO BELIECTBA U JTaHHBIE
a) YXecToueHHEe KPUTEPHUEB IPUEMIIEMOCTH criermdukanuun 1, 2, 3, 4 1,2 IA
06) JoOaBimeHue B crHelU(HUKAIMIO HOBOIO MapaMmeTpa 1.2.3.4.6
cnenupUKanud W COOTBETCTByIONIEro emy wmertoma 1,2,5,6,7 8’ T T IA
HCTIBITAaHUI
B) HckmodeHne  HECYIIECTBEHHOTO  IapameTrpa
crnenubukanuy (HampuMep, HCKIOYEHUE ycrapesiiero 1,2 1,2,7 IA
napamerpa)
e) JlobaBnenne miu 3amMeHa (UCKIIOYAs OMOJOTHUYSCKUN H
MMMYHOJIOTHYECKHH Tperapar) mapamMmerpa CrelupuKaind 1 1,2,3,4,5, B
COOTBETCTBYIOIIETO €My METOJa UCIBITAHUN M3 COOOpaKeHUI 6,8
6€301aCHOCTH MJIM Ka4ecTBa
) Ecni Ha BcrioMorarensHOe BEIeCTBO OTCYTCTBYET CTAThs
®dapmakonen Coro3a Wil (papMakoleld rocynapCcTB-WICHOB, 1,2,3,4,5,
W3MEHEHHEe B COOCTBEHHBIX JAaHHBIX CHEMU(PUKAIAN HA — 1B
Heo(uuanpHy0 (hapMakore win (HapMaKonew TpeTbei 6,8

CTpaHBbI

Y ¢ a1 o B u 4

1. VI3MeHeHHe HE SBIAETCS CIEACTBHEM KaKOTO-THOO 00s3aTenbCTBA, NMPHUHATOIO IO pE3yjibTaTaM paHee
MIPOBEICHHBIX IKCIIEPTHU3 C IIENbI0 aHAIN3a KPUTEPHUEB IPUEMIIEMOCTH CIeHU(HUKAnuU (HaIpuMep, B XOIe
perucTpanuu JIEKapCTBEHHOT O npemnapara 501071 BHECCHUU U3MEHEHUU IT THIIA).
2. V3MeHeHue He SBISIETCA CIEIACTBHEM HEMPEIBUACHHBIX CHUTYyallMi, BO3HUKIIMX B XOJ€ IMPOHU3BOJCTBA,
HarpuMep, HOBOH HEKBaIW(UIMPOBAaHHON NpPUMeECH, W3MEHEHUsS NPEIETIOB COJAEPIKAHMS CyMMBI IpUMeEceEi.
3. Jlioboe m3MeHeHHe JTOJDKHO YKJIaAbIBaThCs B AMANa30H TEKYIIUX OJOOPEHHBIX KPUTEPHEB NPHEMIIEMOCTH.

4. AHanuTH4YecKas METOIMKA HE H3MEHSETCSH HIHA H3MEHIETCS HE3HAYHUTENBHO.
5. Hu oavH HOBBII METOJ MCHBITAaHUS HE OCHOBAaH Ha HOBOW HECTaHAAPTHOM METOAOJIOTMH WIH CTaHAAPTHOM
METONOJOTHH, HCTONb3yeMOH MO-HOBOMY.

6. HoBbIif MeTO MCTIBITAHUS HE SIBJIACTCS OHOJOTHMUYECKUM (MMMYHOJOTHYESCKAM, HMMYHOXUMHUYECKUM) KJIH
METOJIOM, B KOTOPOM HCITOJIB3yETCsl OMOJIOTHUCCKUI PEaKTHB JIsi OMOJIOTHYECKON aKTUBHOU (hapMaIieBTUICCKOMN
cyOcTaHmmu (32 HCKIIOYCHHEM CTaHAAPTHHIX (hapMaKOMEHHBIX MHUKPOOMOIOTHYECKHX METOJIOB).
7. N3menenue HE KacaeTcsd TEHOTOKCHYHOU NpUMECH.
8. ITapamerp crienmupuKay HE 3aTparuBaeT KOHTPOJIh KPUTHUECKOTO MapaMeTpa, HallpuMep: IpUMecH (ecn
TOJIBKO OIPENIENIEHHBI PACTBOPUTENh OJHO3HAYHO HE MCIOJIB3YETCS B MPOM3BOJCTBE); MO0YI0 KPUTHUECKYIO
(hbU3HYECKYIO XapaKTEPUCTHKY (pa3Mep YacTHIl, HACBHIMHYIO IUIOTHOCTBHIO JO M IOCIC YIUIOTHEHHS W T. I.);
HCHOBITaHUE Ha NOAJIUHHOCTDS

(B OTCYTCTBHE MOIXOISIIETO ATbTCPHATHBHOTO KOHTPOJISI) MUKPOOHOJIOTHYSCKUI KOHTPOJIb (€CITH TOJIEKO OH HE
TpeOyeTcs B OTHOIICHUH OTIPEICIICHHON JIGKAPCTBEHHON (hOPMEI).

JdokKyMeHT aunuumsd

1. [TompaBka K  COOTBETCTBYMOINEMY  paszaeny  (pa3geiiaM) — PETHCTPAllMOHHOTO  JIOChE.
2. CpaBHUTeNbHAS Tabauma TEKYIHX u npeJiaracMbIX cnenupuKamui.
3. TlompoOHoe omucaHuWe I000H HOBOH aHAaTUTHYCCKOH METOAWKH W JaHHBIC [0 Baluganuud (B

COOTBETCTBYIOIHX caydasx).

4. JlanHple aHamW3a 2 MPOMBIIUICHHBIX CepUil (B OTCYTCTBHE MOJDKHBIX OOOCHOBAaHWH sl OMOIOTHYECKUX



AKTHBHBIX (papMaleBTHYECKUX CyOCTaHIMH — 3 cepuy) BCIIOMOTAaTEIbHOrO BEIIECTBA TI0 BCEM IapameTpam

cmenuduAKaIMUAU

5. B cooTBeTcTByOmMX CIy4YasX NaHHBIE TECTa CPaBHUTEIBHON KHHETHKH PACTBOPEHHS JEKapCTBEHHOTO

IpernapaTa 1Mo MeHbLIeH Mepe | OIBITHO-IPOMBINIICHHOH CepuH, coleprkamiell BCIIOMOraTelIbHOE BEIIECTBO,

COOTBETCTBYIOIIETO TEKYIIEH U npeaiaraeMoll cnennpukanusM. B OTHOIIEHUN JIEKapCTBEHHBIX PACTUTEIbHBIX
npenaparon MOTYT OBITH JOCTATOYHBI JlaHHBIE CpPaBHUTEIbLHOUI pacmamzaeMoOCTH.
6. OO0CHOBaHMSI HEMPEICTABIEHNS PE3YJIbTaTOB HOBOTO HCCIIEAOBaHUSI OMOIKBUBAJICHTHOCTH B COOTBETCTBHUH C
[IpaBnnamu mpoBeAeHUs! HCCIIEAOBaHNH OMOIKBMBAJICHTHOCTH JICKApPCTBEHHBIX IpenapaToB B EBpasuiickom

9 KOHOMHUYECCKOM cowse.
7. ObocHOoBaHMe (OLIEHKAa PHUCKOB), TMOATBEPXKAAMOIIEE TO, YTO ITapaMeTp SBISETCS HECYHMIECTBCHHBIM WIIH

y ¢ T a p e I

8. ObocHOBaHME HOBOTO TIapaMeTpa CeUUPHUKAIIHA 1 KPUTEPUEB TPUEMIIEMOCTH.

Bb.I1.B.2. M3MeHeHUE aHAJIUTUYECKOU METOMUKU JoKyMeHTBI
Heobxonumeie ycioBus IIpouenypa
IS BCIIOMOTaTEJIBHOTO BEIIECTBA ¥ TaHHBIE
a) Hesnauumple wW3MeHEHHS OJ0OPEHHON
) ' P 1,2,3, 4 1,2 1A
AHAIMTUYECKON METOIUKHU
0) UckimoyeHne aHATUTHICCKON METOJUKH, €CITU | IA
aNbTEepHATHBHAA €if METOIMKA YKe 0JJo0peHa
r) [Ipoune M3MEHEHUS aHATUTUICCKON METOIUKH ( 2 B
- B

BKJTI04as T0OABJICHUE WM 3aMEHY )

Y ¢ 1 o B U 4

1. CornacHO COOTBETCTBYIOIIMM JOKYMEHTaM, IPOBEACHBI HEOOXOIMMBIC BaJUIAMOHHBIC HCCIICIOBAHMS,
MOJTBEPKIAIONIUE TO, YTO OOHOBJICHHAS AaHAJUTHUYCCKas METOJMKA II0 MEHBIICH Mepe 3KBHUBaJICHTHA
npeJag B Oy I € i

2. Ilpenensl comepkaHUs CyMMBI IpHUMecell He W3MEHWINCH, HOBBIC HEKBATH(DHIMPOBAHHBIC IPUMECH HE
o0 0 Hapy XK eH H

3. Metox aHanm3a He H3MEHWICA (HapUMep, N3MEHEHHE JUIMHBI KOJIOHKH WJIM TEMIepaTypbl, HO He JPYroi B
KOITOHKH HJIH MeTOoJd).

4. HoBbIil METOJ UCTIBITAHUS HE SBJISCTCSA OHOJOTHUCCKUM (MMMYHOJOTHYECKUM, UMMYHOXUMUYECKUM) KJIH
METOJIOM, B KOTOPOM HCHONB3yeTC OHMOJIOTUYCCKU I pcaKTHUB

(a HCKITIOYCHUEM CTaHIAPTHBIX (dhapMakomeHHBIX MHKPOOUOTOTHICCKUX METOJIOB).

5. AnpTepHaTHBHAS aHATUTHYCCKAs METOUKA I apaMeTpa CHelu(HUKaud yxKe 000peHa, IPH ITOM TakKas
METOIMKa OblIa BKJIFOUEHA HE C IIOMOIIBI0 TA (IAHy)—YBe,IIOMJIeHI/I}I.

JoxkxkyMeHT anas

1. TlompaBka K COOTBETCTBYIOIEMY pasleny (paszjienaM) pEerucTPalOHHOTO JO0Che, BKJIOYas OIMHUCAHHE

AHAJTUTHYECKOW METOMIOJIOTHH, PE3IOME NaHHBIX T10 BaJTHIAIUH, IIEPECMOTPEHHBIC CHCIU(UKAIIUN HA TTPUMECH (
ecnu OPUMEHHUMO ).

2. CpaBHHTENBHBIC PE3yNbTATHl BATUAANNN WIH, NIPH HATUYAN OOOCHOBAHUS, CPABHUTCIHHBIC PE3yIbTaThI

aHaIN3a, TOATBEP KIAIOIINE TO, YTO TEKYyIee U MpelaraeéMoe UCITBITaHIe SKBUBAICHTHEL. JlaHHOE TpeboBaHme
HE TIPUMEHSACTCS, eCJI T00aBIsIeTCsl HOBAsl aHAIUTHYECKAask METOINKA.

B.I1.B.3. M3meHeHHe HCTOYHUKA MOJIY4YEHUS
BCIIOMOTATEJILHOTO BEIIECTBa MJIM peakTnBa ¢ HeoOxomumble ycioBHs
puckom TI'D

JJoKyMeHTB U

IIpontenypa
JAHHbIC POHEAyp

a) n3 marepuana ¢ puckom TI'D Ha matepuan
pPacTUTEIBHOTO  WJIH CHHTETHYECKOTO
MIPOUCXOMKICHUS

1. [l BcnoMoraTenbHbIX BEILECTB WM PEAKTUBOB,
HE UCTIOJB3YEMBIX B TIPOU3BOJICTBE OMOIOTHUECKON
(MMMYHOJIOTHYECKOM) aKTUBHOU



¢apmaneBTHYECKON ~ CcyOCTaHIMHM  WJIHU 1
OMOIIOTHYIECKOTO (MMMYHOJIOTHYECKOTO)
JeKapCTBEHHOTO Iperapara

2. JInst BCHOMOTaTeNbHbIX BELIECTB MM PEaKTHBOB,
UCIIOJIb3YEMBIX B IPOU3BOJICTBE OMOJIOIMYEcKOn (
HMMYHOJOTHYECKOH) aKTUBHOU
(¢apManeBTHYECKON ~ CcyOCTaHIMHM WU
OHOJIOTUIECKOTO (MMMYHOJIOTHYIECKOTO)
JIEKapCTBEHHOTO IIpenapaTa

Y ¢ 1 o B U A
1. Cnenmdukanuu Ha BBITYCK U KOHEI CPOKAa TOJHOCTH BCIIOMOTATEIHHOT'O BEIISCTBA W JICKAPCTBEHHOTO
npenapara He U3MEHSIFOTCS.

JdokywmMeHT ans

1. [exnapanusi TpoOU3BOAMUTENS WU JAEpXKATeNsl PEerUCTPAIlMOHHOTIO yAOCTOBEpPEHHUS MaTepualia, 4TO OHH
MOJHOCTBIO pPacTUTENBbHOTO uiu CUHTETHUYECKOTO NPOUCXOKICHHUS.

2. UccnenoBaHre SKBUBAICHTHOCTH MAaTEPHAOB M BIMSHUE HA IMPOU3BOACTBO TOTOBOTO MaTepHalia U BIUSHUE
Ha XapaKTePUCTUKH (HAIpUMep, XapaKTEPUCTHKH PACTBOPEHH ) JIEKapCTBEHHOTO TIpernapara.

b.Il..4. M3MeHeHue CHHTE3a HJIM IOJTy4YEHUS

He(l)apMaKOHeﬁHOFO BCIIOMOI'aTCJIBHOI'O B€IICCTBA I[OKyMeHTI)I n

Heob6xonumeie ycioBus IIpouenypa
(ecm omumcaH B PErHMCTPAlMOHHOM JI0CHE) HIIN JTaHHBIE
HOBOT'O BCTIIOMOTATEIHHOTO BEIIECTBA
a) HECYIIECTBEHHOE H3MEHEHHE CHHTe3a WU
MOJIy4eHUs He(dapmakoneitHOTO
Y bap 1,2 1,2,3,4 IA

BCIIOMOT'aTCJIBHOI0O BCIICCTBA HWJIHW HOBOTO
BCIIOMOTI'aTCJIbHOI'O BEIICCTBA

YV ¢ 1 o B u +«

1. CH0006 CHUHTEC3a U CHCHI/I(bI/IKaHI/II/I HUIACHTHUYHBI 1 OTCyTCTByIOT KAQYCCTBCHHBIC U KOJIMYCCTBCHHBIC U3MCHCHU S
npodusis mpuMmeceil (HMCKIIOYas OCTAaTOYHBIC PACTBOPUTEIH, MPHU YCIOBHU TOTO, YTO HUX KOHTPOJb
OCYIIIECTBIISIETCS] B COOTBETCTBHU C TIPEACTHHBIM COICPKAHIEM, YKa3aHHBIM B aKTaX, BXOIAIUX B mpaBo Coro3a)
HIH GHU3UKO-XUMHUUICCKHAX CBOUCTB.
2. Uckrouas agbprOBaHTEL.

JdoxkxkywmMeHT anmas

1. TlompaBka K  COOTBETCTBYIOIIEMY  pa3feny  (paszznenaM)  PETHCTPAIlMOHHOTO  JIOCKE.
2. JlanHble aHanu3a cepuii (B popMaTe CpaBHUTEIHHOM TaOIHIBI) 1O MEHBIIEH Mepe 2 cepuii (110 MEeHbIIEeH Mepe
OTIBITHO-IIPOMBIIUIEHHBIX) BCIIOMOTATEIBFHOTO BELIECTBA, MPOM3BEACHHBIX C MOMOIIBIO CTaporo M HOBOTO
I p oI ec c o0 B

3. B cooTBercTByIOImMX CllydasX JaHHbIE TeCTa CPAaBHUTEIbHON KWHETUKU PACTBOPEHMs JIEKaPCTBEHHOTO
mpernapata 1o MeHbIIedl Mepe 2 cepuil (IO MEHbIIEH Mepe OMBITHO-NPOMBIIIIEHHBIX). B oTHomeHun
JIEKapCTBEHHBIX PACTUTENIFHBIX MPENapaToB MOTYT OBITH JIOCTaTOYHBI JaHHBIE CPAaBHUTEIBHOM PacragaeMOCTH.
4. Korust o100OpeHHOM ¥ HOBOH (eciy IPUMEHNMO) crienn(UKannii BCHOMOTaTeIbHOTO BEIECTBa.

Bb.11.r) KonTposb kauecTBa JEKapCTBEHHOTO Mpernapara

B.IL.r.1. I3MeHeHne napamMeTpoB CeUUPHUKALNH U
(unm) KpuTEpHEB MTpUEMIIEMOCTH JiekapcTBeHHOTo HeoOxonumele yenoBus Jlokyments! u qanHsle  [Ipouemypa
npenapara

a) YyXXEeCTOUYeHHE KpPUTEPHUEB MPUEMIEMOCTH

1,2,3,4 1,2 1A
crienuduKanuu
0) yXXecTodeHHEe KpPHUTEPHUEB MPHEMIIEMOCTH
CIenU(pHKALNKE JIEKAPCTBEHHBIX IIPenapaTos,
na P PENEDATON, 4 5 3 4 1.2 Ay

MOJUIeXKANIUX BBITYCKY CepHil O(QUIHATBHBIM
KOHTPOJIBHBIM OpPTraHOM



B) nmobaBieHHE B crenupukanuio HoBoro 1,2.5,6,7 1,2,3,4,5,7 1A
rmapaMeTpa U COOTBETCTBYIOIIEIO €My METoda
HUCTIBITAHUN

I) HUCKJIIOUCHHE HECYLIECTBEHHOI'O I1apaMerpa
cnenuukauun  (HampuMep, HUCKIIOYECHHE 1,2 1,2,6 IA
yCTapeBILero napaMeTpa)

K) noOaBieHHWe WM 3aMeHa (MCKiIodas

Ouonornyeckuii 1 UMMYHOJIOTHUECKHUI TIpenapar)

napamMmeTpa crelupUKaIui U COOTBETCTBYIOMIETO — 1,2,3,4,5,7 1B
€My METOJIa HCIBITAHUA U3 COOOpaKeHHH

0e30IaCHOCTH WIJIM Ka4eCTBa

3) OOHOBJIEHUE PETUCTPAITMOHHOTO JOChE C IENBI0
COOTBETCTBUS MMOJIOKECHUSIM OOHOBJICHHOM 001IIeH

IA
cratbu ®apmakonen Coro3a Ha JE€KapCTBEHHbII 1.2,3,4,7,8 1,2 HY
%
npemnapar ()
u) BBomuTca cratbs Papmakomenm Coroza "
OmHOPOAHOCTH JO3MPOBAHHBIX €NUHUI]' B IEIAX
3aMEHBI TEKYIIErO 3aPETMCTPUPOBAHHOIO METO/A
Y PErucTprp 12,10 1,2,4 IA

nmubo crathksd "ODHOPOAHOCTH  E€IUHUIIBI
JIO3UPOBAHHOW  JIeKapcTBEeHHOH  Qopmbl  (
JIO3MPOBAHHOTO JIEKAPCTBEHHOTO TIpenapaTa)"

YV ¢ o1 o B u 1

1. V3MeHeHHe He SBISETCS CIEACTBUEM KaKOro-aubo 00s3aTeNnbCTBa, MPHHSATOrO MO pe3yjbTaTaM paHee
MPOBEACHHBIX 3KCIIEPTU3 C IIEIBI0 IEPECMOTPa KPUTEPHEB MPUEMIIEMOCTH crienuduKanuu (HanpuMmep, B X01e
PETUCTpAINK JICKAPCTBECHHOTO Mperapara Wid BHECEHUH n3MeHeHui 11 Tuma), eciu ToNbKo 000CHOBBIBAIOIIAS
I OKYy M®EeHTaitnm®mu s

HE Obllla paHee npoBepeHa u yTBEpKIACHA B paMKax IpYTroi MpOLEaYPHI.
2. V3MeHeHHUE HE SIBISETCS CIIEJACTBUEM HEMPEIBUACHHBIX CHUTYallil, BOSHUKIIMX B XOJ¢ MPOHM3BOJICTBA,
HarnpuMep, HOBOW HEKBaTM(DUIMPOBAHHON MPUMECH, W3MEHEHHUS IMPEIENIOB COACPIKAHUS CYMMBI IpUMECEi.
3. JIroboe M3MEHEHHE IOJDKHO YKIAAbIBAThCS B JMANA30H TCKYNIHMX OJ00PEHHBIX KPUTCPHUEB MPHUEMIICMOCTH.
4. AHanmuTryeckas METOAHKA HE H3MEHSIETCS WA H3MEHSAETCS HE3HAYUTEIBHO.
5. Hu onawH HOBBIM MeETOJ WUCHBITAHUS HE OCHOBAaH Ha HOBOW HECTAHIAPTHOW METOJOJOTHH
HIIH CTaHIapTHOM METOJIOJNIOTHH, HCHOJb3yeMOU MMO-HOBOMY.
6. HoBbIif METOJ] UCTIBITAHHS HE SBISIETCS OMOIOTMYECKHM (MMMYHOJOTHYECKHM, HMMYHOXUMHUYECKUM) WITH
METOIOM, B KOTOpOM HCIONb3YyeTCs OMOIOTHYECKHU I peaKkTHuB

JUIsT  OMOJIOTHYECKOM aKTHBHOH (apMarleBTHYCCKON CyOCTaHIMU (32 HCKIIOYECHHEM CTaHAapTHBIX
bapMakomeiHBIX MHUKPOOHMONOTHIECKUX METO/JOB).
7. H3MeHeHHMe HE 3aTparuBacT Kakue-TuOO mpuMmecH (BKIOYas TCHOTOKCHYHBIC) WJIH pPacTBOPCHHE.
8. M3MeHeHune 3aTparuBacT 0OHOBJICHHE KPUTEPHUEB TPUEMIIEMOCTH MUKPOOHOIOTHYSCKUX KOHTPOJICH B LIEISIX
cooTBeTcTBHA JeiicTBytomeit @apmakomee Coro3a Wil ¢apMakomesM TOCyAapCTB-WICHOB, a
3apEerUCTPUPOBAHHBIC KPUTEPUH MPHUEMIIEMOCTH MUKPOOMOJIOTUYECKUX KOHTPOJICH HE BKIIOYAIOT KaKhe-IHOo
IOMOITHMUTEIDH H B €

KOHTPOJIH, BKIIOYCHHBIC B CIICIU(BHUKAIMIO, TOMUMO (hapMaKONCHHBIX TPEOOBAaHHUN B OTHOIICHUH OIPEICICHHON
TeKapcTBEHHOIMH b opM™BI.
9. NapameTp crenupUKaIUK HE 3aTParuBacT KPUTUICCKUN TTapaMeTp, HallpUMep: KOTHYSCTBEHHOE OIpeIeIICHUE
; TIpuMecH (€CIH TOJBKO OIpPENCICHHBIN PAacTBOPHUTENh OJHO3HAYHO HE HCIOJB3YETCS B IPOU3BOJICTBE

JEKapCTBEHHOTO npenaparta);
JMO0YI0 KPUTHYECKYIO0 (PH3HUECKyI0 XapaKTEepHUCTHUKY (MPOYHOCTh WIHM XPYHIKOCTHh TaOIETOK, HE TMOKPBITHIX
000J109KO, pa3Mmepsl, u T. I.); nroboi 3amnpoc Ha POy CK HUCTBITAHUS.

10. IlpennaraemMblii  KOHTPOJb  MOJHOCTBIO  COOTBETCTBYeT Tabmuue crtathu  Dapmakomnen
Coroza "OMHOPOAHOCTH MacChl EIUHUIBI JO3MPOBAaHHON JIeKapCTBEHHOH (OPMBI (JI03UPOBAHHOIO
JeKapCTBEHHOTO npemnapara)" u HE BKJIIOYAET albTEepHATHBHEIC



WCTIBITaHMsI OJJHOPOJHOCTH JJO3UPOBAHMUS C ITOMOIIBIO BapHalU MacChl MM OJHOPOJHOCTH COJEPIKaHHsI, €CIn
rocieqHne ykazaHsl B Tabnune cratbu @apmakoren Coroza "OmHOPOAHOCTh MACCHl €AMHUIIBI TO3UPOBAHHOM
JIEKapCTBEHHOH (POPMBI (O3UPOBAHHOTO JICKAPCTBEHHOTO IIperapara)”

JdokywmMeHT anas

1. TIlompaBka K  COOTBETCTByIOIIEMYy  pas3nmeiny  (pa3aeiaM)  PErHCTPAllMOHHOTO  JOChE.
2. CpaBHUTENbHAS Tabnuia TEKYIIHX u mpeaiiaraeMbIX cuenupuKaIu.
3. TompoGuoe omucanme OO0 HOBOH aHANUTHYCCKOH METOAWKHA W JaHHBIE [0 BaIHIAINH
(B COOTBETCTBYIOMHX crydasx).
4. Jlanaple aHamu3a 2 MPOMBINUICHHBIX CEpUil (B OTCYTCTBHE NOJDKHBIX OOOCHOBAaHHUM ISl OMOIOTHYECKHX
AKTUBHBIX (papMaIlleBTHUECKUX CyOCTaHIMA — 3 cepuu) JEKapCTBEHHOTO Mperapara [0 BCEM IapaMerpam
comenudukKaTitlH™mH

5. B COOTBETCTBYIONIMX CIydYasX JaHHBIC TECTa CPABHHUTCIHHONW KWHETHKH PACTBOPCHHUS JIGKAPCTBECHHOTO
rperapara 1mo MeHbIIei Mepe | OMBITHO-IPOMBIIUIEHHONW CepPHH, COOTBETCTBYIOIINE TEKYIIEH U MpemaracMoi
cnenudukanysaM. B oTHOMEHNN JIEKAPCTBEHHBIX PACTUTENFHBIX MIPEIapaToB MOTYT OBITh JOCTATOYHBI JaHHBIC
CPaBHHUTEIBHOW pacmamaeMOCTH.

6. OO6ocHoBanme (OLIEHKA PHUCKOB), MOATBEpXKIAIOIIee, UYTO TMapaMeTp SBJISETCS HE3HAYUMBIM.
7. O60cHOBaHKE HOBOTO NapaMeTpa crennprKalul U KPUTEPHUEB IPUEMIIEMOCTH.

€CIIM B PETHCTPALMOHHOM JI0ChE 3aperHCTPHUPOBAHHOTO
JIEKapCTBEHHOTO TIpenapaTa YIOMHUHAeTCs "TeKyIee H3IaHue
" HEOOXOOHUMOCTH
B YBEJOMJICHHM YIIOJTHOMOYEHHBIX OPraHOB (IKCIEPTHBIX
OpraHM3alUil) TOCY1apCTB-YWICHOB 00 OOHOBJICHHOW CTaThe
(*)HpnMeanI/Ie dapMakomneu Cow3a
W hapMakorieil rocyJapcTB-4ICHOB. B CBsI3M ¢ 3TUM Takoe
HU3MEHEHHE NPUMEHSETCS NPH OTCYTCTBHH YIIOMHHAHUS
0OHOBIIEHHOH (hapMaKOIEHHON CTaThH B TEXHUYECKOM JIOCHE
, & HU3MCEHCHHUC OCYHICCTBIIACTCA B LECIAX BKIIOUYCHUA
YIIOMHUHAHUSI 0OHOBJIEHHOM BEPCUH.

B.Il.r.2. 3MeHeHne aHAJIUTHYECKON METOIUKH JJOoKyMEeHTBHI
Heobxonumeie yciaoBus [Ipouenypa
JIEKapCTBEHHOTO IIperapara ¥ TaHHBIE
a) HE3HAYUTENIbHbIE W3MEHEHHUS YTBEPKICHHOM
) ! yIBep 1,2,3, 4 1,2 1A
AHAIIMTUYECKON METOIUKU
0) WCKITIOYCHHE aHATMTUICCKOW METOIMKH, SCIIH 1 A
aNbTEpPHATHBHAS €l METOIMKA YKe 0100peHa
J1) OOHOBJICHUC aHAJTUTUICCKON METOIUKHU B IEIIAX
COOTBETCTBUSA OOHOBJIEHHOH O0OIIENH CcTaThe
2,3,4,5 1 IA

®apmakonen Coro3a wunm  QpapMakomen
roCyIapCTB-YJICHOB

€) B IIEISX OTPakeHUs cooTBeTCTBHsI Dapmakoren

Coro3a winu (apMakorneil TocyIapCTB-WICHOB H

HCKIIOUCHHUS  YIOMHHAaHUSA  ycTapeBIIeH 2,3,4,5 1 1A
COOCTBEHHON AaHAJINTHYECKOM METOIMKH U €€

HOMEpa (*)

Y ¢ 1 o B U 4

1. CornacHO COOTBETCTBYIOIIUM JOKYMEHTaM IpPOBEICHBI HEOOXOIMMBIC BaIMIAIIMOHHBIC HUCCICIOBAHUS,
MOJITBEP K TAIOIINE, YTO OOHOBJICHHAS aHATUTAYCCKAss METOAMKA [0 MEHBIIIEH Mepe SKBUBAJICHTHA MIPEIbIIYIICH.
2. Ilpenensl comepkaHUs CyMMBI IpUMecell He W3MEHWINCH, HOBBIC HEKBATH(DHIMPOBAHHBIC IPUMECH HE
o0 0 Hapy X eH H

3. Metox aHanm3a He H3MEHWICA (HapUMep, H3MEHEHHE JUIMHBI KOJIOHKH WM TeMIepaTyphl, HO He JPyroi B
KOITOHKH HIHu MeTOoJad).

4. HoBbIil METOJ UCTIBITAHUS HE SBJISICTCSA OHOJOTHUCCKUM (MMMYHOJOTHYECKUM, UMMYHOXUMUYECKUM) KJIH
METOIOM, B KOTOPOM HCHONB3yeTCS OMOJTOTHYECKHH pcaKTuB



(32 HWCKIIOYEHHEM  CTaHJIAapTHBIX (apMakomneiHbIX ~ MHKPOOHMOJOTHMYECKHX  METOJOB).

5. 3aperucTpupoBaHHas aHATUTHYECKasi METOMKA yKe cchlilaeTcst Ha o0mryto crateio @apmakorien Corosa mim
o0mIyto craThio (hapMakoreil ToCyqapCTB-WICHOB, a JIOObIe H3MEHEHUS SBISIOTCS HE3HAYMMBIMUA U TPEOYIOT
OOHOBJIEHHS] TEXHHYECKOT'O JOCKE.

JdoxyMeHTa atu™ s

1. TompaBka K COOTBETCTBYIOLIEMY pa3szeny (paszesiaM) pEerHCTPalMOHHOTO J0Che, BKIIOYas ONHCaHHe
AHAJIMTUYECKON METOIOJIOTUH, PE3IOME JIAHHBIX MO BAJIHIALNH, IEPECMOTPEHHBIE CIIENUPHUKAIUN HA TpUMecH (
ecnwu OpPUMEHHUMO) .
2. CpaBHHUTEJbHBIC Pe3yJbTaThl BAIUAALMH HJIM NP HAIAYMA ODOCHOBAHMS CPaBHUTENbHBIE PE3YJIbTAThI
aHayu3a, MOATBEPXKIAIOIIUEe TO, YTO TEKyllee W Ipe/araeMoe HCIbITaHHE SKBHBaJeHTHBL. Hacrosimee
TpeboBaHUE HE ITPUMEHSIETCS], €CJIN T00ABIISIETCS] HOBAsi aHATUTHYECKast METOTUKA.

Ecnu B perucTpaniioOHHOM [OChE 3aperHCTPUPOBAHHOTO
JIEKapCTBEHHOTO TIperapara yIoMHHAETCs "TeKyIlee n3aaHne

", HeoOXOIMMOCTh B YBEJOMJICHHHM YHIOJTHOMOYEHHBIX

*

(') pumeuanne .
OpraHoB (9KCIEPTHBIX OPTaHU3AIMI) rOCyIapCTB-UICHOB 00

obHoBieHHOH cratbe Papmakornen Corosa wim papmakonen

TroCcyaapCTB-4JICHOB OTCYTCTBYCT.

b.I1.x) YnakoBoyHO-yKynOopo4Hasi cuctema

B.IL.a.1. I3MeHeHne nepBUYHON yIaKOBKH JIEKapCTBEHHOTO JIoOKyMeHTEI
Heob6xoauMele ycinoBus [Iponenypa

mperapara U TaHHBIC
a) Ka4eCTBEHHBIN M KOJMYECTBEHHBIN COCTaB
1. TBepapie TeKapCTBEHHBIC (DOPMBI 1,2,3 1,2,3,4,6 1A
2. Markue W HECTEpIJIbHBIE JKHIKHE JICKapCTBEHHBIC

1,2,3,5,6 IB
hopmbI
0) n3MeHeHHe BHJAa KOHTeWHepa MM J100aBieHHE HOBOTO
KOHTEHHEpa
1. Teepaple, MSITKHE€ ¥ HECTEPHJIbHBIC IKHUIKHE 1,2,3,5,6, B
JIeKapCTBEHHBIE (POPMBI 7

3. UckitoueHue KOHTeHepa NepBUYHON yIIAKOBKU, KOTOPOE
HE MPUBOIUT K IOJHOMY HCKJIIOYECHUIO TO3WPOBKH wWin 4 1,8 IA
JIEKapCTBEHHOI (popMBI

Y ¢ 1 o B U 1
1. I3MeHeHne 3aTparuBaeT TOIBKO OJIMH W TOT )K€ BUJI YITAKOBKY (KOHTEWHepa) (Hampumep, OnucTep Ha OimcTep)

2. Ilo 3HaYMMBIM CBOWCTBaM NpeIaraeMbIii yIaKOBOYHBIA MaTepuajl IOJDKEH OBITh 10 MEHBIIEH Mepe
9KBHBANEHTHB M ONOOpEHHOMY.
3. HauaTbl COOTBETCTBYIOLIME UCCIEIOBAHUS CTAOMIBHOCTH B COOTBETCTBHUH C aKTaMHM, BXOISIIMMH B IPaBO
Coro3a W 3asBUTENEM Ha MOMEHT BBEJCHHUS M3MEHEHHMH MPOaHaJM3MPOBAHBI COOTBETCTBYIOIIME HapameTphl
cTabUIOBHOCTH He MeHee qyeM

Ha 2 ONBITHO-NPOMBINUICHHBIX WJIH MPOMBIIUICHHEIX CEpUSAX, B €ro paclopsHKEHUH HaXOIATCS
YIOBJIETBOPUTEIILHBIE PE3YJIBTAThl 110 MEHBIIEH Mepe 3-X MECSYHOTro M3ydeHHs crabuibHOCTH. OIHAKO, eCIH
npejpIaraeMas yIakoBKa Oojiee yCTOWYMBA IO CPaBHEHUIO C ONOOPEHHOH, TO 3-X Mecs4HbIe OaHHBIE 110
CTaOMIIBHOCTH He TpeOyroTcs. MccnenoBanus 10KHBI ObITh 3aBEPIICHBI, €CIIH UX Pe3yJIbTaThl HE YKJIa bIBAIOTCS
B cnenu(UKay WM MMOTEHIHAJbHO MOTYT HE YJIOXHTBHCS B CIEHU(HUKAIUN Ha KOHEI CPOKa T'OJHOCTH,
UX HeoO0XO0JMMO HEMEIUICHHO IpeJICTaBUTh YIOJHOMOYEHHOMY OpraHy (SKCIIEPTHOM OpraHM3anumn)
rocyaapcTBa-dieHa BMECTE c npeiaraeMbpiM IUIAHOM JNeHCTBHH.
4. OcraBmasics ¢opma ((hopMbl) BEIIYCKa JEKApCTBEHHOI'O NperapaTa IOJDKHA OBITh TOCTaTOYHA IS
BBINIOJTHEHUS PEKOMEHIALMK 10 JO3UPOBAHUIO M IPONOJDKUTEIBHOCTH JIEYCHUS, YKa3aHHBIX B OOILICH
XapaKTEepPUCTUKE JIEKapCTBEHHOTO IIperapara.



JdokyMeHT anmsd
1. TIlompaBka K COOTBETCTBylomeMy pasjaeny (paszzneinaM) pPETHCTPAlMOHHOTO  JOChE.
2. HeoOxoauMble NaHHBIE O HOBOH YIaKOBKE (HANpUMEp, CPaBHHUTEIBHBIC TaHHBIC MO IMPOHUIAEMOCTH,

Hampumep, il 8:¢ (0] COZ’ BIIaru )54 T. o).

2 b
3. B cooTBeTCTBYIONMX CIy4asX HEOOXOIMMO MPEICTABUTD MOATBEPKACHHE TOTO, YTO B3aUMO/ICHCTBHE MEXKITY
COJICPXMMBIM M YIMAaKOBOYHBIM MAaTE€pHaJOM HE IPOUCXOAMWT (HAIpPHUMEpP, OTCYTCTBYET II€pEeMeIIeHne
KOMIIOHEHTOB NpennIaraeMoro MaTepHuaina

B €ro COJEPKHMOE, KOMIIOHEHTHI JIEKapCTBEHHOI'O IMpernapara HEe IEepeXoAiT B YIAaKOBKY), BKIIOYas
MOATBEPXKIEHHUE TOTO, YTO MaTrepual coorBeTcTByeT Papmakonee Coro3a wiu GpapMakoresiM rocyJapcTB-4iIeHOB
, WM aKkTaM, BXoasmuM B npaBo Coro3a MO MIaCTUYECKUM MaTephajaM M 00beKTaM, KOHTAaKTHPYIOUIUM C
MU EBB MU NPOAYKTaMU.
4. Jlexmaparysi, 9T0 Ha4aThl TpeOyeMble HCCIIEIOBAHUS CTAOMIBLHOCTH B COOTBETCTBHH C aKTaMH, BXOJSIINM B
mpaBo Coro3a (c yKa3aHHEM HOMEPOB cepuii); u 9TO

(B COOTBETCTBYIOIIMX CIIydasiX) HA MOMEHT BBEICHMS M3MECHCHHMH B PACHOPSDKEHHM 3asBUTENS HaXOJHIINCH
Tpe6yeMLIe MHUHHUMAJIbHBIC YAOBJICTBOPUTCIIbHBIC HAaHHBIC I1O CTa6I/IJ'[BHOCTI/I; U 4YTO MMCHOIIHECCA NAaHHBIC HC
CBUJICTEILCTBOBAIM O KakoH-mibo npobneme. HeoOXoquMo Takke HpEACTaBHThH ITOATBEPXKIEHHE TOTO, YTO
HCCIIeZIOBaHUsT OyAyT 3aBEpLICHBI, M €CJIHM pe3yJbTaThl HEe OYyIyT YKIJIaJbIBATHCS B CIEUU(MUKALNH HIIH
MOTEHIUAIFHO MOTYT HE YJIOXKHTHCS B CHEIU(HUKALMK Ha KOHEIl CPOKa TOJHOCTH, MX HEMEJICHHO TPEICTABAT
YIIOJIHOMOYEHHOMY OpraHy (3KCIEpTHOM OpraHW3allli) rocyJapcTBa-wieHa BMECTE C IPEUIaraéMbIM IIAHOM
I € M ¢ T B U Hu

5. PeSyHBTaTBI HCCJ’[e}lOBaHI/Iﬁ CTa6I/IHBHOCTI/I, IMPOBCACHHBIX B COOTBCTCTBUM C aKTaMH, BXOJAAINIUMHU B IIpaBO
C0}03a, o 3HAYMMbIM MapaMeTpam CTa6I/IJ'II>HOCTI/I HE MCHEC 4Y€M Ha JBYX ONBITHO-IPOMBIINIJICHHBIX HWIIN
NPOMBILIIJIEHHBIX cepusx, OXBAaTBIBAIOMIUX He MEHeEe

3-Xx MecsieB, W TOATBEpXKJIEHHE TOro, 4YTO YyKa3aHHbIE MCCIENOBaHUS OyIyT 3aBepUICHBI,
W €CIH PEe3yJIbTaThl He OyAyT yKJIAAbIBaThCs B CHENM(UKALMK WIM MOTEHIHWAIGHO MOTYT HE YJIOKHTHCA B
crienu(pUKaIK Ha KOHEI] CPOKa TOAHOCTH, MX HEMEVICHHO MPEACTABAT YIOIHOMOYEHHOMY OpraHy (3KCIIEpTHOH
OpraHu3aIumn) rocynapcTBa-ujieHa BMECTE c npeaIaraeMbiM IJIaHOM JIeHCTBUI.
6. CpaBHeHHME TEKyIMX MW TpeAjaraeMbix cCrHelu(pUKaAUid MEepBUYHONW YIMAaKOBKH (€CIIM TPUMEHHMO).
7. B COOTBETCTBYIONIMX CIydasix 00pa3ibl HOBOTO KOHTeWHepa (YKYIIOpKH).

8. Jlexkmapamus, 4TO OCTaBIIMIcA pa3mep (pa3Mephl) YHMAKOBKH COOTBETCTBYET PEKHUMY HO3UPOBAHUS U
MIPOOIDKUTETBHOCTH JICUCHUS M JOCTATOYHBI [UISl BBIOTHEHHS PEKOMEHAAINH 10 JO3UPOBAHHIO, IPUBEICHHBIX
B 00111l XapaKTepHCTHKE JIEKapCTBEHHOTO Ipernapara.

Hus B.II.JI.1.06) — ecniu n3MeHeHne MPHUBOAUT K
00pa30BaHNIO0 HOBOU JIEKApCTBEHHOH (hOpMEBI", TO

IIpumeyanue
Takoe M3MEHEHHe TpeOyeT Momayd 3asBICHHS O
pacuImpeHny PeTUCTPAIIHN.
B.IL.n.2. 3MeHeHne mapaMeTpOB CHEIU(PUKAIIMHA W (HITH) JloxyMeHTbI
KPUTEPHUEB MPUEMIEMOCTH IEPBHYHON ymakoBku  HeoOXomumble yCIoBUS IIpouenypa
JIEKapCTBEHHOTO IIperapara U TaHHBIC
a) Y)KeCTOUYCHHE KPUTEPUEB MpHeMIeMOCTH criennukanun 1, 2, 3, 4 1,2 1A
0) moOaBieHHE B CIENMU(UKANNAI0 HOBOTO IapameTpa H
) g ¢ 0 PAMETPE T 1 2,5 1,2,3,4,6 1A
COOTBETCTBYIOIICH eMy aHAINTHYECKOW METOAUKH
B) HCKJIIOUEHHE HECYLIECTBEHHOro mapamerpa
crierudpuKanuy (HanpuMmep, UCKIIOYECHHE ycraperiiero 1,2 1,2,5 IA
rnapamerpa)
r) no0aBJeHNE WIHM 3aMEHa MapaMeTpa CHelu(pHUKaIuN U3
— 1,2,3,4,6 IB

coo0pakeHUit 6€30MaCHOCTH WJIM KauecTBa

Y ¢ a1 o B u 4

1. VM3MeHeHUe He SBISIETCA CIEICTBHEM KaKOTO-THOO 00s3aTENbCTBA, IMPUHATOTO MO pe3yiIbTaTaM paHee
TIPOBEIICHHBIX JKCIIEPTH3 C IIENBI0 aHANN3a KPUTEPHEB NMPUEMIIEMOCTH CHEIH(HUKAINK (HAaIpUMep, B XOJe
perucrpanuu JIEKapCTBEHHOTO npemnapara 38071 BHECEHUU U3MEHEHU U II THUIIA).



2. V3MeHeHUe He SIBJISETCS CIEICTBHEM HENPEABUACHHBIX CUTYyallMii, BO3HUKIIMX B XOJ€ IPOU3BOJCTBA.
3. JIroboe mM3MEHEHHE IOJDKHO YKIAJBIBAaThCS B JHMANIA30H TEKYIINX OJOOPEHHBIX KPUTCPHUEB MPUEMIICMOCTH.
4. AHanmuTHYeCcKas METOIHKA HE H3MEHSIETCS AU H3MEHSIEeTCS HE3HAYHUTEIBHO.
5. Hu oavH HOBBII METOJ MCHBITAaHUS HE OCHOBAH Ha HOBOW HECTaHAAPTHOW METOAOJIOTMH WIH CTaHAAPTHOMN
METOJI0JIOTHH, UCTIONB3YEMOU MTO-HOBOMY.

JdoxkxkyMeHT a1 s

1. TlompaBka K  COOTBETCTBYMOIIEMY  pa3feny  (pa3nenaM)  PETHCTPAIMOHHOTO  JIOCKE.
2. CpaBHUTENbHASA Tabnuia TEKYIIHX u mpeaiiaraeMbIX cuenupUKaAIUA.
3. TIloapobHoe omucaHWe HOBOW aHAJIUTHUYECKOHW METONMKM W JaHHBIE TI0 BaJUJAIlUH

(B COOTBETCTBYIIONHX ciryyasx).

4. lanHble aHaM3a JIByX CEPUH yIIaKOBOYHOI'O MaTepHaja 1o BCeM mapamerpaM (ToKa3aTelsiM) CelnpUKaum.
5. OOocuoBaHne (OIICHKa pPHCKOB), TIOATBEPXKAAIONIEE, YTO MapaMeTp SBISETCS HE3HAYUMBIM.
6. OGocHOBaHKE HOBOTO ITapaMeTpa crennprKanui 1 KpUTEPHUEB TPHEMIIEMOCTH.

N JlokyMeHTbI
b.I1.n.3. V3meHeHHMe aHAIUTHYECKOM METOMUKHU IS
. Heob6xonumele ycnoBus [Iponenypa
TIePBUYHOHN YIIAaKOBKH JICKAPCTBEHHOTO IIperapara
U JaHHbIE

a) He3HAYMMBIC W3MEHEHUS OJOOPEHHOW aHaIMTHYECKOU

1,2,3 1,2 1A
METOIUKHI
0) mpoure U3MEHECHUS aHATUTHYCCKON METOUKH (BKITFOYAs 134 12 A
3aMeHy WK T00aBJICHHE) > ’
B) HCKIIYEHHE aHAJUTHYECKOW METOIUKH, eClu 5 | A

albTEpPHATHBHAS €l METOIMKA YKe 000peHa

YV ¢ 1 o B U A
1. CoriacHO COOTBETCTBYIOLIMM JAOKYMEHTaM, MPOBEIcHa HEOOX0quMas BaTUAAIIMsI, TOATBEPXKIAIOIIAs TO, YTO
OOHOBJICHHAS] AHATUTUYECKAs] METO/IMKA 110 MEHBIIIEH Mepe SKBUBAJIICHTHA MTPEABLIYIICH.

2. MeTO[[ aHalinda HC U3MCHUJICS (Haan/IMep, HU3MCHCHUC JIMHBI KOJIOHKU WKW TEMIICPATYpPbl, HO HC Apyras

KOJIOHKAa Unu MEeTOoJ).
3. Hu onauH HOBBIH METOJ MCTBITAHUS HE OCHOBAaH Ha HOBOW HECTaHJApTHOM METOMOJIOTHH M CTaHJapTHOH
METONONOTHH, HCIONIb3yeMOH NMO-HOBOMY.

4. AxtuBHas (apmaneBTHUEeCKas CyOCTaHIHWs (JIEKapCTBEHHBIH Ipemapar) He SBISIOTCS OMOJOTHYECKHMH (
MHMMYHOINIOTHYECKUMH) .

5. AnbTepHaTHBHAs aHAIUTHYECKas METOIMKA JUIS TlapaMeTpa creuupuKaluy yxKe oJ00peHa, Ipyu STOM Takas
MeTo/IMKa ObUIa BKJIIOYEHA HE C IOMOIIbIo [A (IAHy)—YBeI[OMJ'ICHI/IH.

JdoxkxyMeHT aTu™ s

1. I[MompaBka K  COOTBETCTBYIMOIEMY  pasfaeiy  (pa3menaMm)  PErHCTPAIlMOHHOTO  JIOChE.
2. CpaBHUTENbHBIE PE3yJIbTAThl BANUIALWU WM, PU HATUYUK OOOCHOBAHMUS, CPABHHUTENIBHBIE PE3yNbTAThI

aHaiM3a, MOATBEPXKIOAIOIIME TO, YTO TEKyIIee W IpeajaraeMoe HCIBITAHHE SKBHBAJICHTHBI. Hacrosiiee

TpeOOBaHHE HE MPUMEHSETCS, €CJIM T00aBIseTCs HOBas aHATMTHYECKas METOIUKA.

b.I1.n.4. smenenue (GopMBl HIM pa3MEpOB IIEPBUUYHON JlokyMeHTBI
$op E) P P Heobxoaumslie ycnoBus Y IIponenypa
YIaKOBKH WJIN YKYTIOPKH (TIEPBUYIHON YIIaKOBKH) U JaHHBIE
a) HeCTepUIIbHbIE JIEKAPCTBEHHBIE TpenapaThl 1,2,3 1,2, 4 1A
B) CTEPIUTBHBIC JICKAPCTBEHHEIE ITPETIapaThl - 1,2,3,4 IB
Y ¢ o1 o B u 14
1. KavecTBeHHBIH M  KOJMYECTBEHHBIH COCTAaB  IEpPBUYHONM  yMNAaKOBKM HE  H3MCHHUICH.

2. V3MeHeHHe He 3aTparuBaeT KJIIOYEBBIE MOKA3aTeNM KauecTBa YHMAKOBOYHOTO MaTepuasa, KOTOPble MOTYT
MOBJIMATH HAa JIOCTaBKy, NPUMEHEHHE, O0e30HMacHOCTh MM CTaOWIBHOCTH JIEKAPCTBEHHOTO IIperapata.
3. Ilpn wu3mMeHeHMH CBOOOJHOTO IPOCTPAHCTBA MJIW OTHOUICHWS IOBEPXHOCTH (00BEM) COTIIACHO
COOTBETCTBYIOIIMM aKTaM, BXoasmuM B npaBo Coro3a Mo CTaOMIBHOCTH HAadaThl COOTBETCTBYIOIINE
UCCIIEJOBaHMA CTa0MIBHOCTH; IIPOAHAM3HPOBAaHbI COOTBETCTBYIOIINE TTapaMeTphl CTAOMIBHOCTH HE MEHEE YeM
Ha 2 ONMBITHO-IPOMBIIIJEHHBI X



(m1st GuosTorMUECKNX (MMMYHOJIOTHYECKHX) JICKApPCTBEHHBIX MPENapaToB — 3 CEpPHSAX) WM MPOMBIIIICHHBIX
CepHsX; B PACIOPSHKCHHU 3asBUTENsT HAXOIATCS YIOBJICTBOPHUTEIbHBIC PE3yJbTaThl MO MEHBILCH Mepe 3-X
MECSTYHOTO U3YYEHUS CTAOMIHHOCTH (7151 OMOJIOTHYECKIX (MMMYHOJIOTHIECKHX ) JIEKAPCTBEHHBIX MIPETapaToB — 6
-TU MecsigaHoTro). [lonTBepXkIeHne TOro, 4To UCCIEA0BaHUS OyAyT 3aBEpIICHHI U B CIydae €ClI pe3yibTaThl He
6y}IyT YKIaJaAbIBATECA B Cl'[eIlI/I(bI/IKaLII/H/I WX MOTYT NMOTCHIIUAJIBHO HE YJIOXKUTHCA B CHeHI/Id)I/IKaHI/II/I Ha KOHCI
CpPOKa TOMHOCTH, MX HEMEJICHHO MPEJCTaBAT YNOIHOMOUYEHHOMY OpraHy (9KCIEpPTHONH OpraHH3alluy)

roCyZapcTBa-WwieHa BMECTE C MPEeAIaraéMbIM IUIAHOM JICHCTBHH.

JoxkxkyMeHT anHas

1. IlompaBka K COOTBETCTBYIOLIEMY pa3fely (pa3fenaM) PEerucTpalMoOHHOTO J0ChE, BKJIIOYas OIMHCAaHUE,
NOJAPOOHBIN YepTeXX M COCTaB MaTepHaja KOHTEHHepa WM YKYIOPKH, a Takke IepecMoTp MHGPOpPMALUH O
JEeKapCTBEHHOM npemnaparTe.
2. B COOTBETCTBYIOIHUX ciayuasx 00pa3usl HOBOT'O KOHTEeHHepa (yKymopxn).
3. IlpoBeneHbl MOBTOPHBIE BAJMAALMOHHBIC HCCIEIOBAHUS CTEPHIIBHBIX IIPENapaToB, IOABEPTAIOIINXCS
TEPMHHAIBHON CTepHIM3aluu. B COOTBETCTBYIOIIMX CIIydasx HEOOXOOMMO YyKa3aThb HOMEpa CepHil,
MCHOJIB30BaHHBIX B BalUAANHOHHBIX UCCIENOBAHUAX.
4, HpI/I N3MCHCHHUH CBO6OJIHOFO MMPOCTPaHCTBA UM OTHOUICHUA MMOBEPXHOCTHU K 061,eMy JCKJIapanus, YTO Ha4aThbl
Tpe6yeM1ﬂe HUCCIICA0BaHUA CTa6I/IJ'leOCTI/I B COOTBETCTBUM C aKTaMU, BXOJAIIUMMU B IIPaBO Coro3a (C YKazaHuem
HOMEpPOB cepui); u 4TO

(B cOOTBETCTByIOIIMX clly4asx) Ha MOMEHT peaju3alid yBEJOMJICHHS 00 W3MEHEHUH
IA Tnma u momaum yBenpomieHus 00 n3MeHeHnn IB Tuna B €ro pacropspkeHUH HaXOSTCS YAOBIECTBOPUTEIbHBIC
pe3yIbTaThl M3YUCHUS] CTAOMIBHOCTH; M YTO MMEIOIINECS AaHHBIC HE YKa3bIBAIOT HA KaKHe-THOO MpOOIEeMBI.
Heo6xonumo Takke NpeICTaBUTh MOATBEP)KICHUE TOTO, YTO HCCIEIOBAaHUS OyAyT 3aBEpIIEHBI, U YTO €CIIU
pE3YIbTAaThl HE 6yI[yT YKIaabIBaThCAd B CHeL[I/Iq)I/IKaLII/II/I HJIN MOT'YT IOTCHIHAJIBHO HC YJIOXHUTLHCA B
crienuQuKay Ha KOHEI[ CPOKa FOJAHOCTH, NX HEMEJICHHO MPEICTAaBAT YIOJIHOMOYEHHOMY OpraHy (3KCIIEpTHOM
OpraHM3aliK) TOCYapPCTB-WIeHa BMECTE C IpeUIaraeMbIM INIaHOM AE€HCTBHUI.

Heobxomnmere J{oKyMeHTHI
B.IL.1.5. I3meHeHue pa3Mepa yIaKOBKH JEKapCTBEHHOrO Ipenapara IIpouenypa
YCIIOBHS U TaHHBIE

a) N3MEHEHHE KOJIMYEeCTBa €MHUII JIEKapCTBEHHOW (hOpMEI (Harpumep,
TabJICTOK, aMITyJI U T. [I.) B yITAKOBKE

1. V3MeHeHue yKJIaapiBaeTCs B OJOOPCHHBIA JMAMa30oH pa3MepoB

1,2 1,3 IA
yMaKOBOK ’ ’ HY
2. 3MeHeHHe He YKJIAAbIBACTCS B OOOPCHHBIN AMANa30H pa3MEpOB 123 B
YIIAKOBOK 7
0) u3MeHeHue pasMepa (pa3MepoB) YITaKOBKU 3 1,2 1A

) HW3MCHEHHE HOMWHAJIBLHOH Macchl (HOMHUHAIBHOTO o0BbeMa)
HEeMapeHTePaTbHBIX MHOTOIO3HBIX (WM OZHOAO3HBIX C YaCTHYHBIM — 1,2,3 IB
W3BJICUCHHEM) JICKAPCTBECHHBIX IPerapaToB

Y ¢ a1 o B u 4

1. HoBblif pa3mep ymakoBKH JOJKEH COOTBETCTBOBATH PEXXHUMY JTO3HPOBAHMS M IPOAOJDKUTEIFHOCTH JICUSHNS,

yKa3aHHBIM B obmeit XapaKTEepHUCTUKE J€KapCTBEHHOTO npemnapara.
2. MaTtepuan NEepBUYHOU yIaKOBKH HE U3MEHSETCH.
3. OcraBmuecs ¢)0pr1 BBIITYCKa MO3BOJIAIOT BBIIIOJIHHUTH PEKOMCHAAINWHN I10 JAO3UPOBAHHUIO U JUIUTCIBHOCTH

JIeYeHus], yKa3aHHbIE B OOIIeH XapaKTepHCTHKE JIEKapCTBEHHOTO Mpernapara.

JdoxkxkyMeHT anHas

1. TlonpaBka K COOTBETCTBYIOIIEMY pa3feiy (pa3menaM) PETUCTPAIMOHHOTO IOChE, BKIIOYAs MEPECMOTP
HHpOpPMaHH 0 JEKapCTBEHHOM npemnapare.
2. Ob6ocHOBaHME, YTO HOBBIE (OCTAIOIIMECS) pa3Mephl YHNAaKOBOK COOTBETCTBYIOT PEXUMY J03UPOBAHUA U
MPOJOJDKUTENFHOCTH  JICYCHHs, YyKa3aHHbIM B 0OLIed XapaKTepUCTHKE JIEKapCTBEHHOrO Iperapara.
3. Jlexnaparys, 4To eciy 0XKHUAAeTCs BINSHUE Ha CTAOMIBHOCTb, COTIIACHO COOTBETCTBYIOIIMM aKTaM, BXOASIINM



B mnpaBo Coro3a OynayT HayaTbl HCCIEAOBaHUs cTabuiabHOCTH. JlaHHBIE HEOOXOIWUMO TIPEACTAaBHUTH
YIIOJIHOMOYEHHOMY OpraHy (3KCIIEpPTHOH OpraHU3alny) rocyAapcTBa-4ieHa (C ImpeiaraeMbpIM IUTaHOM JIeHCTBUH
), TOJBKO B CITy4ae €CIIM OHU HE YKJIAAbIBAIOTCS B CieU(puKamy.

Hna B.IL.p.S.r — ecnu uU3MeHeHUE NPUBOIAUT K
U3MEHEHUI0 "HO3UPOBKU"  JIEKAPCTBEHHOTO
npenapara, To Takoe U3MEHEeHHe TpeOyeT Mmojadu
3asBJICHUS O PACIIHPEHUH.

IIpumeuanue:

b.Il.n.6. V3meHeHue Kakoil-mMOO COCTaBISIOUICH YINAaKOBKH (
YIIaKOBOYHOT'O MaTepuaa), HEMOCPEICTBEHHO He COMpHKacaroleiics ¢
JIEKapCTBEHHBIM IIpenapaTtoM (HampHUMep, LBET ChEMHBIX KOJMAYKOB
P pertap (manpep, > Heobxomumsbie JIOKYMEHTHI
[BETHBIC KOJIOBBIE KOJIBIIA HA aMIyjaX, HW3MEHEHHE KOJIIayKa, Ipouenypa

yciaoBus U NJaHHBIC
3alMIIAIONIEr0 Uy (KCIOJIb30BaHKE JAPYrOro MIACTHKA), U3MEHEHUE
Iu3aiiHa, I[BeTa MapKHUpPOBKH, HaHeceHHWe mrTpux konxa (2D, 3D),
HaHeceHue mpudTa bpaiins)
a) W3MCHCHHWE, 3aTparMBampinee WHOOPMANHUIO O JCKAPCTBCHHOM | | A
npemnapare HY
0) U3MeHeHHe, He 3aTparuBaroniee MHOOPMAIHIO O JIEKAPCTBEHHOM | | A

npemnapare

Y ¢ 1 o B W A
1. V3MeHeHne HE 3aTparMBaeT YacTH YHAaKOBOYHOTO MarepHhalia, KOTOPhIE MOTYT IOBIHATH HA JIOCTABKY,
MIpUMEHEHHEe, 0€30MMacCHOCTh UM CTA0MIBHOCTH JIEKAPCTBEHHOTO Mpernapara.

JdoxyMeHT au™ s
1. TompaBka K COOTBETCTBYIOIIEMY pa3zieny (pa3aeliaM) PErHCTPAlMOHHOTO JOChE, BKIIOYAS MEPECMOTP
MH(POPMAIIHMH O JICKAPCTBEHHOM perapare.

b.Il.n.7 V3MeHeHue mnocTaBHIIMKAa KOMIIOHEHTOB YyMakoBkM wuin HeobOxomumbie JIokyMeHTHI

. IIpouenypa
YCTPOWCTBA (€CITH YKa3aHO B PETUCTPAIIMOHHOM JIOCKE) YCIIOBHSI Y JJaHHBIE
a) McxirodeHne mocTaBIuka 1 1 1A
0) 3ameHa M 100aBJICHUE OCTABIINKA 1,2,3,4 1,2,3 1A
YV ¢ 1 o B uU 1
1. HcknroueHue KOMITOHEHTA YIaKOBKH A U3 CTHS HE MIPOUCXOINT.

2. KayecTBeHHBI U KOJMYECTBEHHBIN COCTaB KOMIIOHEHTOB YIAaKOBKH (M3AETH) U CIeUN(UKAIIUN ICKHU3a HE
U 3 M € H d 0O T C 4

3. Cpoeuudpukand ¥ METOAbl KOHTPOJSI KadeCcTBa MO MEHbBIIEH Mepe DKBHUBAJCHTHBI.
4. MeTox CTepIIN3allui U €€ YCIOBHS HE M3MEHSIOTCS (€CII IIPUMEHUMO).

JoxkxkyMeHT anvs

1. TlompaBka K  COOTBETCTByIOIEeMY  pasaeny  (pasaeiaaMm)  PEeTHCTPAIIMOHHOTO  JIOChE.
2. HO}ITBep)K}ICHI/IC peructpailvu MEAUIMHCKOTO HU3JAC/INA B Comse B OTHOLICHUHN MCEIUITMHCKUX HSI[CHI/Iﬁ,
npuigaracMbiX K JEKAPCTBCHHOMY npemnapary.

3. CpaBHHTENBHAS TA0IHMIA TEKYIUX U TIpeJUIaraeMpIx crienuuKanyii (€cau NpUMEHUMO).

b.Il.e) CrabunbHOCTH

B.Il.e.1. M3meHeHnue cpoka ropHocTH Wi ycioBuil HeoOGxoxumeie JloKyMeHTBl U o
oLexypa

XpaHeHUs JIEKapCTBEHHOT0 Ipernapara YCIIOBHS JIaHHBIE P P

a) COKpAlleHHe CpOKa T'OJHOCTH JIEKapCTBEHHOTO

npenapara

1. YIIakoBaHHOTO B KOMMEPUYECKYIO YIAaKOBKY 1 1,2,3 ALy

2. TTocie IepBOro BCKPBITHSI 1 1,2,3 ALy

3. Tlocne pa3BeicHNS MITH BOCCTAHOBJICHHUS 1 1,2,3 ALy



0) yBelaMueHHE CpOKa TOJHOCTH JIEKapCTBEHHOI'O
npenapara

1. YmakoBaHHOrO B KOMMEPYECKYIO YIAKOBKY ( 123 B
MOITBEPKICHHOE JIAHHBIMH B PEATbHOM BPEMEHN) >
2. Tlocne mnepBOro BCKPBITHA (IOATBEPKIECHHOE

1,2,3 IB
JAHHBIMH B pealbHOM BPEMEHN)

3. Ilocne pa3BeneHHS WIM BOCCTAHOBIEHHUA (

- 1,2,3 IB
MOJTBEPKIEHHOE JaHHBIMU B PeaJbHOM BPEMEHN)

5. VYBenndeHne mnepuoja XpaHEeHHS OMOJIOTHYEcKoro (
MMMYHOJIOTHYECKOT0) JIEKapCTBEHHOI'O IIpemnapara B

COOTBETCTBHH C OJIOOPEHHOM IPOrpamMMOil M3y4YeHHUs

CTaOMIIBHOCTH

1,2,3 B

I) WU3MCHEHHE YCJOBUI XpaHEHWUs JIeKapCTBEHHOTO
mpemnapara WM JIEKapCTBEHHOTO IIpemapara Imocie — 1,2,3 1B
pasBeneHus (BOCCTAHOBJICHUS)

II) UI3MEHEHHE 0100peHHOr0 npoTokosna crabwisHocTH 1,2 1,4 IA

YV ¢ 1 o B ©H 4

1. I3MeHeHue He MOJDKHO OBITh CJIENCTBUEM HETMPEJABUACHHBIX CUTYaIlMil, BOHUKIINX B XOJ€ MPOU3BOJCTBA,

UJIu UH3MCHECHUS CTaOHMIBLHOCTH.
2. VI3MeHeHus He PUBOAST K PACHIMPEHUIO KPUTEPUEB MPUEMIIEMOCTH UCTILITYEMBIX TapaMeTPOB, UCKIIOUEHUIO
rapaMeTpa CTa0MIFHOCTH, WIIH CHIKCHHIO YaCTOTHI UCTIHITAHUH.

JoxkxkyMeHT anas

1. IlompaBka K COOTBETCTBYIOILIEMY pa3zzeny (paszieiiaM) perucTparmoHHoOro aocke. OHa JOJKHA COJEPKATh
pe3yabTaThl COOTBETCTBYIOIIMX UCCICIOBAHHUNA CTAOMIBHOCTH B PEAIbHOM BPEMEHH (OXBATHIBAIOIIMX BECh CPOK
TOJTHOCTH ), IIPOBEJICHHBIX COTTIACHO COOTBETCTBYIOIIMM aKTaM, BXOSIIIKM B IpaBo Coro3a o MeHbIIIEH Mepe Ha

2 ONBITHO-IIPOMBINUICHHBIX cepmlx1 JIEKapCTBEHHOTO Ipenapara, yHNakOBaHHOTO C TIOMOIIBIO
3aperUCTPHPOBAHHOIO YIMaKOBOYHOI'O MaTepuaia M (MJIM) COOTBETCTBEHHO IIOCJIE IEPBOTO BCKPBITHS WIIN
pa3BeleHUs; B COOTBETCTBYIOIIUX CIy4asX HEOOXOIUMO MPEICTaBUTh PE3YIbTaThl MHKPOOHOIOTHUICCKUX
U c IO BL T a H U #

2. [lepecmoTpenHas nHbOpMaAn U 0 JEKapCTBEHHOM npemapare.

3. Komuu yTBep/IeHHBIX crielin(UKaIMi Ha KOHEI] CPOKa FOJJHOCTH H, €CJIH MPUMEHUMO, Crieln(HKaLUK T0Cie
pa3BeeHus (BOCcTaHOBIICHUS) 178187 nocie nepBoOro BCKPBITHS.

4. Ob60CHOBaHUE MpeTaraéMbIX H3MCHEHUIA.

IIpn Hanmumu o00s3aTEeNbCTBA MPOBEPUTH CPOK
1 TOJHOCTU Ha MPOMBIIIICHHBIX CEPUAX, IOMYyCKAaeTCs

npoBepKa cpoka TONXHOCTH Ha

OIIBITHO-TIPOMBIIIUIEHHBIX CEPUSX.

B.I1.xx) [IpoekTHOE MojIe ¥ MPOTOKOJ NOCTPErUCTPALIMOHHBIX U3MEHEHUI

B.Il.x.3 MHckimroueHne yTBEp)KISCHHOTO MPOTOKOJa yrpaBieHus Heo0xomaumeie JloKyMeHTHI
W3MEHEHUSIMHU, 3aTParuBalolIMMU JIEKApCTBEHHBIN MpemnapaT yCJIOBUS U JJaHHbBIE

1 1 IA

IIpouenypa

HY

YV ¢ 1 o B u =1

1. WckmtodeHwe TMOCTPETUCTPAIMOHHOTO TMPOTOKOJNA YIpaBICHHS W3MEHEHUSMH, 3aTpardBaroIlIMMHU
HeKapCTBeHHLIﬁ npenapaT, HC SBJSICTCA CICACTBUEM Hel'[pe}IBI/II[eHHbIX chyauHﬁ HJIN HECOOTBCTCTBHUSA
cnenu(UKanry B X0/I€ BBEICHUS U3MCHCHHM, OIIMCAHHBIX B MPOTOKOJIC, M HUKAK HE BIUSICT HA YTBEPIKIACHHBIC
CBEJICHUSI, BKIIIOUEHHBIE B PETHCTPAIIIOHHOE TOChE.

JoxkxkyMeHT anwas
1. Ob0ocHOBaHHE npeaixaraeMoro UCKIIOUYEHUS .
2. [NompaBka K COOTBETCTBYIOIIEMY pa3zieiy (pa3aenaM) perucTpaldOHHOTO JOChE.



B.Il.x.4 UW3meHeHuss yTBep)KIEHHOro mnporokona ynpasienus Heobxoaumseie Joxyments! [Ipouenypa
HM3MCHEHHUSIMHU YCIIOBUS 1 JTaHHBIC

6) HE3HAYMMBbIC M3MCHCHHUA MPOTOKOJA YIPABJICHUA H3MCHCHUAMU,
KOTOPbIC HEC UBMCHAIOT CTPATETUI0, OITMCAHHYIO B ITPOTOKOJIC

JoxkxkyMeHT anH™a s

1. Hexmapammsi, 94To 1I000€ M3MEHEHHE MOJDKHO YKJIAABIBATHCS B IHANA30H NEHCTBYIOUINX YTBEPIKICHHBIX
KpuTepueB mpuemieMocTd. I[lomMuMo »dTOro, Jekiapanus, 4YTO B OTHOUICHHH OWojornyeckmx (
MMMYHOJIOTHYECKHX ) JIEKAPCTBEHHBIX MPENapaToB He TPEOyETCs OlleHKa COMTOCTaBUMOCTH.

B.IL.x.5 Peanm3zanus U3MEeHEHHH, IIPelyCMOTPEHHBIX yTBepKJeHHBIM Heobxoanmbie JJoKyMEHTHI

[Iponenypa

MIPOTOKOJIOM YIIPABJICHUS U3MEHEHHSIMH YCIIOBHS W JaHHBIC
a) peanu3anus HM3MEHEHUs He TpedyeT OMOJHUTEIbHBIX | 124 A
BCIIOMOTATEIbHBIX TAHHBIX > HY
0) peanmsanmus HW3MEHEHHS TpeOyeT  TOMOIHUTEIbHBIX 12,34 B
BCIIOMOTATEJIbHBIX JaHHBIX T
B) peanu3anysi U3MEHEHHs OMOJOrMYecKoro (MMMYHOJOIMYECKOT0) 12345 IB

b b b b

JICKapCTBCHHOI'O ITpeIiapara

Y ¢ n1 o B HuW 4
1. TlpemnoxxeHHOE M3MEHEHHE OCYIIECTBIEHO B TOJHOM COOTBETCTBHH C YTBEPKACHHBIM MPOTOKOJIOM
YIPaBJICHUS U3MCHEHUSIMH, TPEOYIOIIee HEMEIJICHHOTO YBEIOMIICHHS [TOCIIC €r0 pealn3alliu.

JdoxkxkyMeHT anHas

1. Cchinka Ha YTBEpPKICHHBIN MIPOTOKOT yHOpaBleHHS U3MEHEHUSIMHU.
2. Jlexnaparusi, 9T0O U3MEHEHHE COOTBETCTBYET YTBEPKACHHOMY MPOTOKOIY YIPABICHUS N3MEHEHUSIMU M UTO

pe3yabTaThl HCCIEIOBAHUS yAOBIETBOPSAIOT KPUTEPHSIM NMPHUEMIIEMOCTH, OTOBOPEHHBIE B MpoToKoie. [Tomumo

9TOr0, JeKJIapalys TOTO, YTO B OTHOLICHUH OMOJIOTHYECKHX (MMMYHOJIOTHUECKHX ) JIEKAPCTBEHHBIX IPENapaToB
HeE Tpebyercs OLlEHKa COMOCTaAaBUMOCTH.

3. PesynbpTaThl HUCCIENOBAHUIN, MPOBEIECHHBIX B COOTBETCTBHM C YTBEP)KICHHBIM MPOTOKOJIOM YyIpaBICHHUS

U 3M®e€eHE€eEHHTSIMH

4. TlompaBka K  COOTBETCTByWIIeMYy  pasaexy  (pa3genaM)  PETHCTPAllMOHHOTO  JIOCHE.
5. Konust yTBep K IeHHBIX CHIeU(UKAIN Ha JIEKapCTBEHHbIH Mpernapar.

b.11.3) be3omacHOCTh B OTHOLLIEHUH TOCTOPOHHUX areHTOB

B.11.3.1 O6noBnenne wuHpopMmamuu "OreHka 6e30MaCHOCTH
Heobxonumeie JIoKyMeHTHI

OTHOCHUTEIbHO MOCTOPOHHUX areHToB" (pasmen 3.2.A.2 [Ipouenypa
YCITOBHSI 1 TaHHBIE

PETUCTPAIIMOHHOTO 10ChE)

0) 3aMeHa YyCTapeBIIWX WCCIEIOBAaHUH, 3aTpardBarONIUX

TIPOM3BOICTBEHHBIE 3TAIbl M IIOCTOPOHHHE areHTHI, paHee BKIIFOUCHHBIC

B PETHCTPALIMOHHOE JJOCHE

2. 63 U3MCHEHUS OI[CHKH PHCKOB - 1,2,3 IB

JdoxkxkyMeHT anas

1. ITompaBka K COOTBETCTBYIOIIEMY paszeny (paszaenaM) perucTPalMOHHOTO J0Che, BKIIOYAs BBEACHHE HOBBIX
WCCJICIOBAHUM, HAMPABICHHBIX HA H3YYCHHUE CIIOCOOHOCTH MPOU3BOIACTBCHHBIX 3TAllOB HMHAKTHBUPOBATH (
SIUMUHUPOBATH) MOCTOPOHHUE ATEHTHI.

2. O6ocHOBaHHUE TOTO, 4TO HCCIeIOBaHHS HE H3MCHSIOT OLIEHKY PHUCKOB.
3. [TompaBka k wHpOPMAIIHH O JIEKAPCTBEHHOM TIpenapaTe (€ciIi MPIMEHUMO).

B.III Ceprudukar coorBerctBusi EBponetickoit @apmaxonee (CEP) (npu Hammuun), u (i) TI'D, u (uam) cratbu

B.III.1 [Tomaya HOBOTO MM OOHOBIICHHOTO CepTU(HUKATa COOTBETCTBHS
EBpomneiickoii ®dapmakomee WIH HCKIOYEHHE cepTH]UKaTa
cootBeTcTBUs EBpornelickoit dapmakonee

Heob6xoaumbie JIoKyMeHTBI

IIponienypa
yCIIOBUS W JaHHLIE poueiyp



Ha bapManeBTHUECKYIO cyOGCTaHIHIO;
Ha wucxoxsblii Marepuan (peakTHB, IPOMEXYTOUYHBIH HPOAYKT),
WCIIONB3YEMBI B TIpOIlecC TPOM3BOJCTBA (papMaleBTHUECKOH
cybcTaHUOUU:

Ha BciomorarenbHOE BEECTBO

a) Ceprudpukar coorBercTBus EBpomneiickoit dapmakormnee
coOTBeTCTBYMOLIEH cTaThe EBponelickoit ®apmakonen

1, 2, 3,4, 5
1. HoBsIit cepTH(UKAT OT paHee 0M00PEHHOTO MPOU3BOINUTEINS 6’ 9 T T 1,2,3,4,5 1Ay

2. OOHOBJICHHBIN cepTH(HKAT OT paHee 000peHHOTOo pousBoauTens 1,2,3,4,6 1,2,3,4,5 1A

3. HoBmiii cepruduxaT OT HOBOrO mpom3BoauTens (3ameHa wimm 1, 2, 3, 4, 5,
1,2,3,4,5 IAyy
nobaBneHMe) 6,9

4. Uckmouenue cepTH(HKATOB (€CIM K MaTepuaiy IpHIaraiich

8 3 1A
HECKOIIBKO CepTU(UKATOB)

5. HoBwlii ceprudukar Ha HECTEPHIBbHYK aKTHBHYIO

(hapManeBTUYCCKYI0 CYOCTaHIUIO, TOJUICKAINYI0 HCIOJIH30BAHHUIO B

CTEpUJIBHOM JIEKAPCTBEHHOM IIpenapare, Npyu UCIOJb30BaHUU BOJBI HA — 1,2,3,4,5 1B
MOCJEIHEM JTarle CMHTE3a, a B OTHOIICHUM MaTepHalia HE 3asBJICHO

OTCYTCTBHUE B HEM SHIOTOKCUHOB

6) Ceprudukat cootBeTcTBUs EBpomnetickoit @apmakornen nmo TI'D Ha
AKTUBHYIO (hapMalleBTUYECKYIO CyOCTaHIMIO (MCXOJHBIN MaTepuan (
PEaKTHB, TPOMEKYTOUHBIN MPOTYKT), BCIIOMOTaTEIIEHOE BEIIECTBO)

1. HoBrrit cepTrdukar Ha aKTHBHYIO (hapMaIieBTHYECKYIO CyOCTaHIINIO

3,5,9 1,2,3,4,5 IAyy
OT HOBOI'O UJIN paHee 02106peHH01“0 l'lpOI/ISBO}II/ITeHH

2. HoBslit ceptudukar Ha papMarieBTHIECKyI0 CyOCTaHIMIO (MCXOXHBII
Marepuai, peakTUB, MPOMEXYTOUHBIA NHPOAYKT, BcrmoMorareinbHoe 3,6,7 1,2,3,4,5 1A
BEIIIECTBO) OT HOBOT'O WJIM paHee 0J00PEHHOTO MPOU3BOIUTENS

3. OOHOBJICHHBIH cepTU(UKAT OT paHee 0JJOOPEHHOTO POU3BOIUTES 7 1,2,3,4,5 1A

4. HUcxmoveHne cepTHGUKATOB (€CIM K MaTepHaly IpHIIaraiuch
HECKOJIBKO CepTU(hUKATOB)

Y ¢ a1 o B u 4

1. Crnenuduxannu Ha BBIIYCK M Ha KOHEI] CpPOKAa TOJHOCTH JIEKAPCTBEHHOTO IpenapaTa HE H3MEHSIOTCS.
2. HemsmeHnennble (MCKItouas yxecToueHue) momnonHuTenbHble (k @apmakomnee Corosza minu apmakornesm
roCyJJapCTB-4JICHOB) crieliuuKay Ha NpUMecH (MCKIIoYas OCTaTOYHBIE PACTBOPHUTENH, NPU YCIOBHH HX
COOTBETCTBHS aKTaM, BXO SN UM B npaBo Coro3a)
MIPOAYKT-criennpuuHble TpeOoBaHus (Hanpumep, NpoduiIn pa3MepoB YacTHI, IMoiuMopdHbIe GOpMBI), eciu
I p ¥ M E€HUHM O

3. Ilpomecc MpOW3BOACTBA AKTHBHON (papMaIeBTHIECKOH CYOCTaHIIMH, MCXOQHOTO MaTephana (peakThBa,
MPOMEXYTOYHOTO TPOJIYKTa) HE BKIIOYAET HCIOJIb30BAHHE MAaTEPHAJIOB YEJIOBEUECKOTO HIM >KUBOTHOTO
MPOUCXOXKICHHS, JUIS KOTOPbIX TpeOyeTcs INpoaHaNM3UpOBaTh JaHHbIE O BUPYCHOH 0€30MacHOCTH.
4. VcknrounTenbHO AJsl aKTHBHOW (papMarieBTH4eckoi cyOcTaHiuu: oHa OyJeT MCHbITaHa HEIoCPEeICTBEHHO
nepen HCIIOJIb30BAaHUEM, ecnu Mepuo MMOBTOPHOTO UCIIBITaHUS

HE BKJIIOYEH B cepTU(HKAT coOTBeTCTBHs EBpomnelickoii ®apmakonee uiy AaHHBIE, 000CHOBBIBAIOIIHE TIEPHOT
MOBTOPHOTO HCHBITAHUS, yxe HE BKJIIOYEHBI B peTHCTpanMOHHOE J0Che.

5. AxtuBHas (apmareBTHUeCKas cyOcTaHIMs (MCXOOHBIN MaTtepuan (peakTHB, IIPOMEXYTOUYHBIH MPOIYKT),
BCIIOMOTATEJIbHOE BEIIECTBO) HECTEPHUIbHBI.
6. PacturenpHble (apmaneBTHYECKHE CyOCTaHIMHU (TIpernapaThl Ha OCHOBE JISKAPCTBEHHOI'O PACTHTEIBHOTO
CBIPBS): CHOCOO NPOM3BOACTBA, (U3MUECKOE COCTOSHUE, SKCTPAarupyIOMIUH pacTBOPHUTENb U KOd(QUIMEHT
9KCTPaKIUHU JEeKapCTBEHHOTO cpencrTaa HE N3MEHSIOTCS.



7. Ecam B cocTaBe JEKapCTBEHHOro Ipemapara JJis [apeHTEpalbHOTO  BBEACHUS
WCIIONIB3YeTCsS JKENaTHH, INPOM3BEACHHBIH M3 KOCTEH, €ro MpOW3BOJACTBO JOJDKHO OCYIIECTBISATHCS
HCKIIOYHUTENHHO B COOTBETCTBHH c TpeOoBaHUSIMU COOTBETCTBYIOIIEH CTpaHBHI.
8. B perucrtpammoHHOM [OChE OCTAe€TCS TO MEHBIIEH Mepe OIMH IPOU3BOIUTENh ATOW CyOCTaHITHH.
9. Ecin aktuBHasi QapmaineBTHueckas CyOCTaHIMS HecTepubHA, HO OyJeT HCIOJIb30BaThCsS B COCTaBE
CTEPHUIBHOTO JIEKapCTBEHHOTO npemnapara, TOTAA, B COOTBETCTBUHU c CEP,

Ha TIOCJIEJITHEM JTalle CHUHTE3a HEeJb3s HCIIONb30BaTh BOJNY WIIM, €CIM TaKoe IPOUCXOAMT, HEOOXOIUMO
00ecIeunTh OTCYTCTBUE OAKTEpHATIbHBIX SHIOTOKCHHOB B aKTUBHOM (hapManeBTHIECKOH CyOCTaHIIHH.

JoxkxkyMeHT anas

1. Komms pgeiictBytomero (oOHOBJIEHHOTO) cepTH(HUKaTa COOTBeTCTBHs EBpomeiickoii ®dapmakonee.
2. Ilpn noGaBieHWU MPOU3BOJACTBEHHOHN IUIOMIAJKH — B IMYHKTE O BHOCHMBIX HM3MEHEHHSIX 3asiBICHUS O
MIPUBEACHUH PETHCTPALMOHHOTO JIOChE B COOTBETCTBHE ¢ TpeboBaHusiMu Co103a(CONPOBOIUTEIEHOM MHCHEME,
(opme 3asiBICHUST O BHECEHUH M3MEHEHUH, MPUII0KEHHOM K CONPOBOJUTEIEHOMY IHCHMY) HEOOXOIMMO YETKO
0003HAYNTh paHee ONOOPEHHBIX W MpeIaraeMbIX IMPOW3BOMUTENICH, KaK yKa3aHO B paszene 2.5. GopMEI
3 a 8 B O € H U i

3. TlompaBka K  COOTBETCTBYyIOIIEMY  paszieny  (pa3genaMmM)  pETUCTPAlMOHHOTO  JOCHE.
4. Ecnu npumeHHMO, JOKYMEHT, COJEp)Kalluid CBEJEHUS O BCEeX MaTepuanax, BXOJIAIINX
B cdepy npumenHenus crtarbu  @Papmakomen  Coro3a wuam  cTatbu  (apMmakomei
roCy/apCTB-4JICHOB 110 MHHHUMH3AIlMM pPHUCKa Iepefadd areHToB Ty0daTol sHIE(aNonaTHd >KUBOTHBIX
MTOCPEJICTBOM JIEKAPCTBEHHBIX MPENapaToB Ui MEIUIMHCKOTO M BETEPUHAPHOTO IPUMEHEHUS, BKIIOYAs
HCIOJTIB3yEeMBIC B TIPOM3BOJICTBE aKTHUBHBIC (PapMarieBTHIECKO CyOCTaHITNH (BCIOMOTaTEIFHOTO BemecTsa). [is
Ka)KJJOTO TaKOTO pojia MaTepuasa HeoOXOIUMO MPEICTaBUTh CIEAYIOIINE CBEICHNS: Ha3BaHUE MIPOU3BOAUTEILS;
BUJ JXKUBOTHBIX W TKaHHU, U3 KOTOPLIX IIOJYYCH Mare€pual; CTpaHa MNPOUCXOXKACHHA XHUBOTHBIX U €TI0
MCIOHOoOJIHbL30BAaHUE

5. B oTHOIIEHMM aKTHUBHOH (hapManeBTHYECKOI CyOCTaHIMM: JEKiIapanusi yIoJTHOMOYEHHOTO JIMIA KaXI0Tro
JMLEH3UPOBAHHOTO ITPOM3BOANTENS, YKA3aHHOTO B 3asBICHHH, HCIIOIB3YIOIIET0 aKTUBHYIO (hapMalleBTHIECKYTO
CyOCTaHIIMIO B KadecTBE MCXOZHOTO MaTepHana, W YHOTHOMOYEHHOIO JIHIA KaKIOTOo JHIEH3UPOBAaHHOTO
MPOU3BOJUTENS, YKa3aHHOIO B 3asBJICHUM B KadeCTBE OTBETCTBEHHOTO 3a BBINYCK cepuil. B nexmaparusix
HEOOXOJMMO YKa3aTh, YTO IMPOU3BOIUTENb (IIPOU3BOIUTENHN) AKTUBHON (hapMaleBTUUECKOW CyOCTaHIMH,
YKa3aHHBIA B 3asBIICHHH, OCYLIECTBISET CBOIO JIESTEIBHOCTh B COOTBETCTBMH C [IpaBMiamMu Hamiexarmei
MPOM3BOACTBEHHON NPakTHKKU EBpa3uiickoro SKOHOMHYECKOTO CO03a B OTHOIICHHU HCXOJHBIX MaTepHajloB.
[Ipn onpexneneHHBIX OOCTOSTENHCTBAX JIOMYCKAETCS MPEACTABIATH OJHY JEKiIapanuio (CM. NMpUMEYaHue K
mmeHenuto b.I1.6.1). Ecnmm 3arparmBatorcs Kakue-muOO OOHOBICHUS CEPTH(PUKATOB HAa aKTHBHBIC
(apMarneBTHUECKHE CYOCTAaHIIMM W TNPOMEXYTOYHBIE MPOAYKTHI, OT IPOM3BOJUTEIECH NPOMEXKYTOYHBIX
MPOJYKTOB TaKKe TpeOyeTcs IeKapalys yIoJIHOMOUSHHOTO JINIA; AeKIapalius yIIOJIHOMOYEHHOT0 JIUIA HY)KHa,
B cilyd4ae €CJIM 10 CPaBHEHHMIO C paHee 3aperuCTPpUPOBAHHOI Bepcuell cepTHdukaTa UMeeTcss U3MEHEHUe
JNEeHCTBYIOIHX, BKJIFOUEHHBIX B nepeveHb NPOU3BOACTBEHHBIX MJI0UIAJI0K.

6. Hamexamiee moaTBepikaeHUE, CBUAETEILCTBYIONIEE O COOTBETCTBUH BOIBI, HCIOIB3YEMOIH Ha IOCIETHEM
JTaIle CHHTE3a aKTUBHOM (hapManeBTHIECKON CyOCTaHIMH, COOTBETCTBYIONIMM TPEOOBAaHMAM KadecTBa ISl BOABI
JUts (papMarieBTHYECKOTO TPUMEHEHHS.

B.II1.2 Usmenenus B nemsix coorBerctBus dapmakonee Coro3a wian  HeoOxomumbie JIOKyMEHTBI

IIpouenypa

(hapmaxonesM rocy1apcTB-4wIeHOB YCIIOBUS U JTaHHBIE
a) wu3MeHeHue crnenupukanuu (cmenmuduKamuit) paHee
HedapMakoneiHOW cyOCcTaHIIUM B LENAX COOTBeTcTBHS PDapmakornee
Coro3a miu papMakoriesiM rocy1apCTB-4ICHOB
1. AKTHBHO# (hapManieBTHYECKO# CyOCTaHIMK 1,2,3,4,5 1,2,3,4 TAyy
2. BcroMorarenpHOro BemiecTBa (MCXOIHOIO MaTepHalla) aKTHBHOM

. 1,2,4 1,2,3,4 1A
(hapMareBTHIECKON CyOCTaHIIH
0) U3MEHEHHMS B IIEISIX COOTBETCTBHSI OOHOBJIEHHOIH COOTBETCTBYIOIIEH 1245 1234 1A
crarbe @apmakonen Coro3a Wik GpapMakoresM rocyIapCcTB-wWICHOB T T
B) M3MEHeHHe cnenupukanuii ¢ GpapmMakornen rocygapcrpa-diieHa Ha

1,4,5 1,2,3,4 1A

®apmaxorero Coro3a



Y ¢ a1 o B u 4

1. MI3MeHeHNe OCYIIECTBIACTCS HCKIIOYUTENBHO B IENAX MOJTHOTO COOTBETCTBHUS (apmakonee Coro3a WM
(apmakomesM TOCyJapcTB-4wieHOB. Bce wucmbITaHWs B cHeHU(UKAINH [JOJDKHBI COOTBETCTBOBATH
(hapmaxkoneHHOMY CTaHIAPTY TOCIE U3MEHEHUS, 3a HCKIIOUCHNUEM JIFOOBIX JOMOIHUTENIFHBIX BCIOMOTAaTEIbHBIX
U C O Bl T a H U U

2. JononHuTenpHble K (papMmakonee crnenuUKalyu Ha NMPOAYKT-Crel(HUYHbIE CBOWCTBA HE WU3MEHSIOTCS (
Hanpumep, npoduian pasMepoB vacTul, noaumopdHas dGopma win, K IpUMepy, OHMOIOTHYECKHUE METOANKH,
a T perarT B )

3. 3HayMMble W3MEHEHUS KadeCTBEHHOTO WM KOJIMYECTBEHHOro Mpodmiel IpuMeced OTCYyTCTBYIOT (3a
HCKIIYEHNUEM YXKECTOYCHHUS cnenupuKanui).
4. JlomonHuTeNbHAas BaJdMAalMs HOBOM WJIM H3MEHEHHOW (apMakoneiiHOH METOAMKH He TpedyeTcs.
5. PacturenbHble (hapmaneBTHYECKHE CyOCTaHIIMMU: CIIOCOO MPOU3BOJCTBA, (PU3UUECKOE COCTOSIHHIE, SKCTPAreHT U
K03(PUINEHT 3KCTPAKIMH JIEKAPCTBEHHOTO CPEICTBA HE N3MEHSIOTCS.

JdoxkxkyMeHT anas

1. TlompaBka K COOTBETCTBYyMOIIEMY paszneny (pasmenam)  perHCTPAIMOHHOTO  JIOCHE.

2. CpaBHUTeNbHAA Tabnuia TEeKYUIHX u npeajgaraeMbix cnenupUKanui.
3. Jlanuble anHanu3a cepudl (B Qopmare CpaBHUTENbHON TaOMMIBI) 1O MeHbIIEH Mepe
2 TpOMBINUICHHBIX CEpUl COOTBETCTBYIOIIEH cyOcTaHIMM (BEIIECTBA) IO BCEM HCIBITAHUSM HOBOU
crienuQpUKaINN 1, JOTIOJIHUTEIBHO, €CIIN IIPUMEHUMO, PE3YyIbTaThl TECTAa CPABHUTEIbHON KHHETHKH PACTBOPEHHUS
10 MEHbIIEH Mepe 1 ONBITHO-IPOMBILIIIEHHON CEPUH JIEKAPCTBEHHOTO IIpenapaTa. B OTHOLIEHUH JIEKapCTBEHHBIX
pPaCTHTEIBHBIX IPENapaToB MOTYT OBITh JIOCTATOYHBI JaHHBIE CPaBHUTEIBHOM paclagaeMoCTH.
4. JlaaHbIe, MOATBEPKAAIOIINE IPUTOJHOCTD CTATHH JI KOHTPOJIS KauecTBa CyOCTaHIINH, HAIPUMEp, CPaBHEHHE
MOTCHIMATBHBIX PUMECEH C MPUMEYaHUEM MPO3PAYHOCTH CTaThH (transparency note of the monograph).

B.IV Menuimmackue usaenus

HeobOxonumbie JIoKyMEeHTbI

B.IV.1 U3meHeHne U3MePSIOIIEro N3 AEHsI WU U3AEIuUs AJI BBEICHUS IIpouenypa
YCIIOBUS W JaHHBIC

a) JlobGaBneHrWe WM 3aMEHa W3JEIHs, HE SBISAIOMIETOCS YacThIO

MEPBUYHON yIIAKOBKH

1. MeauuuHcKUe U3€us, 3aperucTpupoBannble B Coro3e 1,2,3,5,6 1,2,3 IAHy

6) Vckomrouenne u3aemus 4 1,4 Ay

YV ¢ 1 o B u 1

1. [pennaraemoe u3MepsrOIIee U3ACITUE TOJDKHO TOYHO OTMEPHBATh HEOOXOIUMYIO 03y paccMaTpHUBaeMOTO
JIEKapCTBEHHOTO TperapaTa COTJIaCHO OJ00PEHHOMY CIIOCOOY MPUMEHEHUS, CIeAyeT MPEACTaBUTh PE3YIIbTATHI
TakKH"X HCCIEeqOBaHMUU.

2. Hosoe u3jaenue COBMECTHUMO c JeKapCTBEHHBIM npemnaparom.
3. M3McHEeHHE HE OIKHO MPHUBOJIUTH K 3HAUUMOMY W3MCHEHHIO WHGOpPMAIMK O JICKAPCTBEHHOM IIpermapare.
4. JlekapcTBeHHBIN npenapar MOXHO NpoJ0IXKaTh TOYHO JIO3UPOBATH.

5. MenunuHCKOE W3JeNHe HE WCHONB3YeTCs B KadeCTBE pPACTBOPHUTENA JIEKApCTBEHHOTO IIperapata.
6. Ecnm mpenycMoTpeHa m3MepuTeNnbHas (yHKINSA, OHA JOJDKHA OBITh BKIIOYCHA B PETUCTPAIIOHHOE TOCHE
TaKOTO U3JICIIHS.

JdoxyMeHT au™ s
1. [TompaBka K COOTBETCTBYIOIIEMY pa3leny (pasaeiaM) peruCTPaIliOHHOTO TOChE, BKITOYas ITOIPOOHEIA 3CKU3
MU COCTaB MaTepualla W3NSl U IMOCTABIIMKA, €CIM MPUMEHHUMO, a TAKXKe COOTBETCTBYIOIIUI MEPECMOTP

HHbGOpMaNUuH 0 JTEKapCTBEHHOM npemapare.
2. [TonTBepxxaeHHe perucTpanuu MEAUIHHCKOI0 U3 eNus B Corosze.
3. OG6pa3ub HOBOTO u3nenus, ecinu NPUMEHUMO.

4. O00CHOBAHHE UCKIIFOYEHUS U3IEIIHSL.

Bb.V BHeceHns m3MeHEHHUI B PETHCTPAIMOHHOE JOChE, 00YCIOBICHHBIC HHBIMHU PETYISTOPHBIME MPOIIeIypaMi
Bb.V.a) MOIT (M®BA)



B.V.a.l BxmioueHne HOBOro, oGHOBJIEHHOrO WM ucrnpasienHoro Heobxomumele Jloxymentst IIporemypa
MmacTtep-¢aiiia 1Ia3Mbsl B PETUCTPAlMOHHOE JOChE JIEKAPCTBEHHOTO  YCIOBHA U JaHHBIC
npenapara (npoueaypa M®II 2-ro srarma)

0) mepBoe BKIIOYEHUE HOBOTO MacTep-(aiisia mia3Mpl, HE BIHUSIOIIETO

. - 1,2,3,4 IB
Ha CBOWCTBA JIEKapCTBEHHOTO ITpenapara
B) BKIIIOUEHHE OOHOBIICHHOTO (MCIIPAaBIEHHOT0) MacTep-(aiiia 1mia3Mel: 12,34 B
W3MEHEHUS BIMSIOT HA CBOMCTBA JIEKAPCTBEHHOIO Npenapara T
T') BKJIFOUCHHE OOHOBJICHHOTO (MCIIPABICHHOT0) MacTep-(aiisia mia3Mbl; IA
1 1,2,3,4 HY

W3MEHEHHUS HE BIIUSIIOT HA CBOMCTBA JICKapCTBCHHOT'O MTpeIiapara

Y ¢ a1 o B u 1
1. Ha o6rOBneHHBIN Min n3MeHeHHBIH M®II BbIIaH TOKyMEHT COOTBETCTBHS aKTaM, BXOIIIKM B IipaBo Coro3a
B COOTBETCTBUH C NPHUITIOKCHUEM Ne 1k HpaBI/IHaM perucTpai U SKCIEPTU3BI JICKAPCTBECHHBIX CPCIACTB JJIA
MEANIUHCKOI'O IPUMCHCHU .

JoxkxkyMeHT anH™a s

1. Hexnapanus, uro AokyMeHT Ha M®II u skcriepTHBIN OTYET NOTHOCTHIO IPUMEHUMBI K 3apETUCTPUPOBAHHOMY
JIeKapCTBEHHOMY Mpemnapary, aepxarens M®II mpeacraBun gepskaTelro PEernCTPAlMOHHOTO yIOCTOBEPEHUS (
€CJIH iep KaTelb PErUCTPAIIMOHHOTO YI0CTOBepeHus U Aepxatesb M®DII He ABIAIOTCS OJJHUM U TEM XKe JIULIOM)
JokyMeHT Ha MOII, skcniepTHbIi oTueT U focke Ha MDII, nokyment Ha M®II u sKcriepTHBIA OTUET 3aMEHSIOT
NpeAbAyLyl0  AoKyMeHTanmuro Ha  MO®OII  nud  gaHHOTO  JIEKAapCTBEHHOrO  Ipemnapara.
2. JoxyMeHT Ha MOII u 3KCHEepPTHB U OTUET.
3. Jlexyapanusi 3KcIepTa, XapaKTepu3ylolas Bce BBOAUMBIE ¢ MOMOIIbIO AoKyMeHTa Ha M®II uzMeHenus u
OLICHUBAIOIIAsl HX [OTEHIUAIbHOE BIHMIHUE Ha JIEKAPCTBEHHBIE IIPENapaThl, BKIIOYAs OLEHKH
NPOAYKT-CcHnenududHBIX PHCKOB.
4. B ¢opme 3asiBiieHHsI O BHECEHHH M3MEHEHHH HEOOX0IMMO YETKO OTpa3uTh "NelCTByIOmMi" 1 "IipeyiaraeMplii
" nokymeHT Ha M®II (HOMep Kolla) B PETUCTPAIMOHHOM Jochbe. Ecimu mpuMmeHnMo, B (opMe 3asBICHHUS O
BHECEHMM M3MEHEHHUI Takke ClelyeT 4eTKO INepeduciauTs Bce mnpoune MOII, Ha KOTOpble CChIIACTCS
JIEKapCTBEHHBIN Mpenapar, Jake €CIIH OHH HE SBIISIOTCS IPEIMETOM 3asIBIICHHS.

b.V.a.2 BkiodyeHue HOBOTO, OOHOBJIEHHOTO HIIM HCIPABIEHHOTO
Mmactep-(aiina BaKIMHHOTO aHTHIeHa B PErHCTPAlMOHHOE J0ChE
JIeKapcTBEHHOTO npernapata (npouenypa MOBA 2-ro sramna)

Heobxogumeie J{oKyMeHTHI

IIpoue a
yCIIOBUS W JAHHBIC poueiyp

0) BriIIOUYeHHEe OOHOBJIEHHOrO (MCIPABIEHHOTO) MacTep-daiiia
BAaKIMHHOTO aHTUIeHa: W3MEHEHUs BIHMAIOT Ha CBOWCTBA  — 1,2,3,4 IB
JICKaQpCTBCHHOTO Ipermapara

B) BKJIIOYCHHE OOHOBJICHHOr0 (MCIPABICHHOTO) MacTtep-daiina
BAKIIMHHOTO AaHTHWIEHA: WM3MEHEHHS HE BIMAIOT Ha cBoWcTBa | 1,2,3,4  TAyy
JIeKapCTBEHHOT'O IIperapara

Y ¢ a1 o B w®u 4
1. Ha obHoBneHHBIN min m3MeHeHHBI M®OBA BBIIaH TOKYMEHT COOTBETCTBHS 3aKOHOIATeNbCcTBY Coro3a B
COOTBETCTBUU ¢ prutokeHreM Ne 1 k [IpaBuiiam perucTpanuy u KCIIePTH3HI JCKAPCTBECHHBIX MPETapaToB IS
MEIUINHCKOTO TPUMEHCHUSI.

JdoxkxkywmMeHT anmas

1. Hexmapanus, 4To JA0KkyMeHT Ha M®PBA u JKCHepTHBIH OTYET MOJHOCTBIO MPUMEHHMBI K
3aperuCTPUPOBAHHOMY JIEKapCTBEHHOMY Ipemnapary, Jaepxkarenbs M®OBA mpexacrtaBui  aepxkaTelnto
PETUCTPAIIIOHHOTO YAOCTOBEPEHUS (€CIU AeprKaTeNlb PEeruCTPalMOHHOTO YIOCTOBEpeHUs U nepxkatens MOBA
HE SABJIIOTCS OTHUM U TeM JKe JIUIoM) JoKyMeHT Ha M®BA, sxcniepTHBII oT4eT U focke Ha MDBA, moxymeHT
Ha M®BA u sKkcnepTHBIH OTYeT 3aMEHSIOT HpPEeNbIAyINyIo MokyMmMeHTanuio Ha M®BA anga manHOTO
JEKapCTBEHHOTO npemapara.

2. JoxkyMeHT Ha M®BA u SKCHEePTHHIH OTYET.

3. Jleknapanus 3KcIepTa, XapaKTepHU3yolas Bce BBOAUMBIE C TOMOIIBIO JokyMeHTa Ha MOBA n3Mmenenus u
OLICHUBAIOIIAsl HX MOTEHIUAIbHOE BIHSIHUE Ha JIEKAPCTBEHHBIE IIpENapaThl, BKIIOYAs OLEHKH
NPOAYKT-CHNENHU(HUYHBIX PHCKOB.



4. B ¢opme 3asiBIICHUS 0 BHECCHHH U3MCHCHHI HEOOXOIUMO YETKO OTPA3UTh JNCHCTBYIONIMA U MpeTaracMbIi
mokymeHT Ha M®BA (HOMep Kojia) B perucTpalroHHOM Jocke. Eciam mpumeHHMo, B opMe 3asBIeHUS O
BHECEHUU H3MEHEHUN TaKXKe CIeAyeT YETKO MepeuucauTb Bce npoune M®PBA, Ha KoTOphle cchLIaeTcs
JIEKapCTBEHHBIN MperapaT, Jake eCIi OHH He SBIISIOTCS MIPEIMETOM 3asiBIICHISL.

b.V.6) OGpanienue B SKCIIEPTHBIN KOMUTET

b.V.6.1 OOnoBrnenne wmoxmynss 3 perucTpamuoHHOro pocke, Heobxomumeie JIOKyMEHTHI

IIpouenypa
HAIpaBJICHHOE HA PEATM3AIUIO 3aKIFOUCHHUS SKCIIEPTHOTO KOMUTETA yCIIOBUS U JTaHHBIE P P
a) U3MCHECHHE PeaTn3yeT 3aKIIF0YCHHE IKCIIEPTHOTO KOMHUTETa 1 1,2 Ay
0) rapMOHHM3aIUs MOIYJS 3 PETHCTPALMOHHOTO JIOChE HE SIBIISLIACH
YacThIO 3aKJIIOYEHHsS] OJKCIEPTHOTO KOMHTETa, M OOHOBIIEHHE — - I

HampaBJIEHO Ha €r0 TapMOHU3AUIO

Y ¢ a1 o B u 4
1. Pesynbrar He TpeOyeT qanbHEHIIeH SKCIIEPTH3HI.

JdoxkxkyMeHT anas

1. IlpunoxkeHHOE K COMPOBOJMUTEIHHOMY IIMCbMY 3asiBIE€HHUS O BHECEHWHW HM3MEHEHHWMH: CChUIKa Ha
paccMaTpuBaeMoe 3aKJII0YCHUEC SKCIEPTHOTO KOMUTETA.

2. B perucTpanmoHHOM JI0OChE HEOOXOJMMO YETKO OOO3HAYWTH W3MCHCHUS, BHECCHHBIC B XOJE MPOICTYPHI
00OpameHns B 3KCIIEPTHBIA KOMHTET.

B. U3menenue 6e3onacHocTH, 3G (HEKTUBHOCTH U (hapMaKoHAA30pa
B.1. JIekapcTBeHHBIC MTpenapaThl I MEIUIIMHCKOTO IPUMCHCHHUS

B.I.1 H3meHenue oOmed XapakTepHUCTUKH
JIEKapCTBEHHOTO TpenapaTa, MapKUPOBKH HIIH
p perapara, Mapkip Heob6xogumsie
JIMCTKA-BKJIaJbllla, HaIpaBJICHHbIC Ha Hoxymentsl u nannsie  IIpouenypa
CIIOBHUS
peanu3alyi0  3aKJIIOYEHUs JKCIEPTHOTO Y

KOMUTCTA

a) JeKAapCTBCHHbI MNpemnapar OXBaueH
NpoIeAypoil OOpalleHnss B JKCHEPTHBIA 1 1,2,3 Ay
KOMUTET

0) NeKapCTBEHHBHIM Mpemapar HEe OXBadeH

MpoIeaypoil oOpameHus B IKCIIEPTHBIHA

KOMHTET, HO HW3MEHEHHS pealn3yer

3aKJIIOYEHUE DKCIEPTHOTO KOMHUTETa, HOBBIE — 1,2,3 1B
JOIIOJIHUTCIIbHBIC JAaHHBIC JACpKaTeiieM

PETUCTPAllMOHHOTO  YJIOCTOBEPEHUS] HE

TpEACTaBIEHBI

Y ¢ a1 o B u 4

1. W3meHenuwe peanusyer (GOPMYJIUPOBKY, 3aTpEeOOBAHHYIO YIIOJHOMOYCHHBIM OpPraHOM (IKCIEPTHOMH
opraHu3anueii) rocyaapcTBa-wieHa, ¥ He TpeOyeT MoJauu JOMOJHUTEIBHBIX CBEACHUN U (WIH) NajdbHEUIICH
SKCIIEPTU3BL.

JoxkxkyMeHT anHwas

1. IlpunoxeHHOE€ K CONPOBOJUTEIBPHOMY IIHMCbMY 3asBICHHS O BHECCHMM W3MEHEHHUIl: CChbUIKa Ha
paccMaTpuBaeMoe 3aKJIIOUEHHE OSKCIIEPTHOrO KOMHTETa C IPUOOIIEHHOW oO0mield XapaKkTepHCTHUKOM
JIEKapCTBEHHOIO npemnapara, MapKUPOBKOH I JHUCTKOM-BKJIAJBIIIIEM.

2. Jlexmapanusi, 94TO COOTBETCTBYIOIIUE pa3Zeibl IpeJlaraéMbIX OOIIel XapaKTepUCTHKH JIEKapCTBEHHOTO
mpernapara, MapKApPOBKH M JIMCTKAa-BKJIAABIIA WACHTHYHBl NPHOOMIEHHBIM K 3aKJIIOYCHHIO SKCIEPTHOI'O
K O M UM T € T a

3. [lepecmoTperHas nHGOPMAIHS O JIEKAPCTBEHHOM IIperapare.

Ecnmu Z[O6aBJ'IeHI/Ie HWJIKM HU3MCHCHHEC IIOKa3aHWA K MNPUMCEHCHUIO MNPOUCXOIUT
BCJICACTBUC DPCaAJIM3alluU 3aKJIIHOYCHHA OKCHICPTHOIO KOMHUTCTA HIIN H3MCHCHHUH



nH(OpPMAINH O JISKApCTBEHHOM Ipernapare BOCIPOU3BEICHHOTO, UM THOPUIHOTO,
Wy OMOAaHAJIOTUYHOIO JIEKAPCTBEHHOTO IperapaTa Iocje SKCIEPTHU3bl TOTO XKe
N3MEHEHHS Pe()epEeHTHOT0 JIEKapCTBEHHOTO TIpeTapara, IPUMEHSIOTCS H3MEHEHUS
B.I.1 u B.I.2 coorBercTBeHHO. Takke B HaHHOM THIE W3MEHEHHS MOTYT
Tpuveaanne paccMaTpHUBaThCS U3MEHEHHS, 00YCIIOBIEHHBIE ITPUBEICHIEM PETUCTPAIHOHHOTO
JI0OChe JIEKapCTBEHHOTO IIpernapaTa IOATOTOBIEHHOTO B COOTBETCTBHH C
3aKOHOJIATEILCTBOM TOCYJapCTBa-wieHa B COOTBeTCTBUE TpeOoBaHHSIM K
MHCTPYKLIUU 10 MEIULIUHCKOMY IPHUMEHEHHIO JIEKapCTBEHHOIO Mpenapara u
ofmiell XapakTepUCTHKE JIEKAPCTBEHHOTO IMIpenapara JUIsi MEAUIITHCKOTO
TIpUMEHEHsSI, yTBepkIeHHBIM Pemennem CoBeta EBpasuiickolf SKOHOMIYECKOM

KoMHCCHH OT 3 HOsOpst 2016 1. Ne 88.

B.1.2 H3meHenue oOmiell XapaKTepHCTUKU

JIEKapCTBEHHOTO Tpernapara, MapKUPOBKH HIIH

JMCTKA-BKJIQJIBIIIA BOCIIPOU3BEICHHOTO, WU
Heobxonumeie

rUOpUAHOTO, MM  OHOAHAJIOTHYHOTO JoxymeHTsl 1 nanasle  IIponenypa
CIIOBHS

JICKapCTBEHHOTO Mpernapara Mocjie OLEHKH Y

TOrO K€ W3MEeHeHUs pedepeHTHOro

JICKapCTBCHHOTI'O ITpIiapaTta

a) peanm3amus H3MEHEHHUS (M3MEHCHMWIi), B

OTHOUIICHHH KOTOPOTO OT JepiKaTend

PETUCTPAIMOHHOTO yAOCTOBEpPEHUS HEe  — 1,2 1B
Tpebyercs NPEACTABIATh HOBBIC

JIOTIOJTHUTETTHHBIC TAHHEIC

JoxkxkyMeHT anHa s

1. HpI/IJ'IO)KCHHOC K COIPOBOJUTCIIBHOMY IMMUCHMY 3asBJICHUA O BHCCCHUN HM3MEHCHHUIL: 3arpocC yrnmoJaIHOMOYECHHOT'O
oprasa (3xcnepTHOM OpraHHU3aluu) rocynapcrBa-djieHa (ecnmu HPUMEHHUMO).

2. [lepecmoTpeHHast HHGOPMAIHS O JIEKAPCTBEHHOM Ipernapare.

B.I.3. H3menenue (uW3MEHEHUs) oOmIeH
XapaKTePUCTHKH JICKAPCTBEHHOTO IMpernapara,
MapKHUpOBKH niiun JIUCTKa-BKJIaabIllla

JeKapCTBEHHOT O npemnapara s
MEIUIMHCKOTO MPUMEHEHHs, HanpaBieHHoe Ha HeoOxoaumeie
Jokyments! 1 nanusie  IIpouenypa
peanu3anuio  pe3yiabTara NpPOUEAYpHI,  yCIOBHUSA
3aTparuBaroiien NEPUOIUYECKUN

OOHOBJ/ISIEMBIH OTYET IO 0E€30ITaCHOCTH WU
MOCTPETUCTPAIIMOHHOE HCCIEI0BaHHE
0€e30macHOCTH

a) BHeceHue (pOPMYIHPOBKH, COTJIACOBAHHOI
YIIONHOMOYEHHEIM OpraHOM (dKCHepTHOH | 1,2 Ay
OpraHM3aIKeil) Tocy[apcTBa-ueHa

YV ¢ 1 o B u 1

1. W3meHenuwe peanm3yer (GOPMYIHUPOBKY, 3aTpEeOOBAHHYIO YIOTHOMOYCHHBIM OpPTraHOM (IKCHEPTHOMH
opraHu3aiueil) rocyaapcrTa-uieHa, U He TpeOyeT Mmoja4yu JOMOJHUTEIbHBIX CBEACHUI U (WIIK) NaibHEeHIen
IKCIEPTHU3BL

JdoxkxkywmMe HT anmwas«

1. IIpunoxeHHOE K CONPOBOAMTEIFHOMY IHCHMY 3asBJICHHS O BHECEHHWH M3MEHEHHH: CChUIKA Ha coryacue (
OIICHKY) YIOJHOMOYEHHOTO opraHa (akcnepTHOH OpraHu3aIun) rocyJapcTBa-4jicHa.

2. [lepecmoTtperHas nHpOpMAIHA O JCKAPCTBEHHOM IIperapare.

B.I.5 MW3menenue ycnoBuii ornycka HeoOxomumsie

Hoxymentsl u nannsle  [Ipouenypa
JIEKapCTBEHHOTO Ipenapara YCIIOBUS



a) BOCIPOU3BEACHHBIX WM THOPHIHBIX WIIH
OMOaHAJIOTMYHBIX JICKAPCTBECHHBIX MPEMapaToB
mociie W3MCHEHHsI YCIOBHUU  OTIIyCKa
pedepeHTHOTO JIEKapCTBEHHOTO Mpernapara

- 1,2 1B

JdokywmMeHT ans

1. IlonTBepkaeHNEe N3MEHEHHS YCIIOBHH OTIyCKa pe)epeHTHOr0 JIEKapCTBEHHOTO Mpernapara (HarpuMmep, CChUIKa
Ha COOTBETCTBYIOIEE PEUICHHE YIOJHOMOYEHHOIO OpraHa (dKCIIEPTHON OpraHW3alMi) roCyAapcTBa-wieHa),
MPUIIOKEHHOE K  CONPOBOAMTEIHHOMY MNHCbMY  3asBICHHS O BHECEHHHM  H3MEHEHHH.

2. [lepecmoTrpeHHas nHGOpMAIHA O JICKAPCTBEHHOM IIperapare.

B.I1.6 3MmeHeHne noka3aHus Tpebyemas Bun
. Heo6xoxnMmere yciaoBus
(Toka3zaHuil) K IPUMEHCHHUIO JIOKYMCHTAITUS MPOIETYPBI
0) CKITFOUCHHE TTOKA3aHUs K B
MIPUMEHECHHIO
Ecnu nmoGaBneHue WM M3MCHEHHE IMOKa3aHMS K MPUMCHCHHIO MPOUCXOIUT
BCIIC/ICTBUC pealH3alliy 3aKIIOYCHUS SKCIIEPTHOTO KOMHTETA I U3MCHCHHMA
I nH(pOPMAIINHU O JEKAPCTBCHHOM IIperapare BOCIIPOU3BEICHHOTO, WIIH THOPHUIHOTO,
UMCUaHKC
P i OMOAHAJIOTHYHOTO JIEKAPCTBEHHOTO IIperapara Mmociie SKCHePTU3Bl TOTO JKe
H3MEeHEeHHs pe(epeHTHOro JIEKapCTBEHHOTO MperapaTa, MPUMEHSIIOTCS H3MEHEHHS
B.1.1 u B.1.2 cooTBeTCTBEHHO.
TpeOyemas
B.1.7 Uckirouenue: HeobxoauMeie yciaoBus Peby IIpouenypa
JOKYMEHTAITHS
a) JICKApCTBCHHOM (hOpMBI — 1,2 IB
0) DO3UPOBKH — 1,2 1B

JdokywmMeHT anas

1. [dexnaparusi, yTo octapmascs ¢opma (GpopMbl) BBITyCKa JOCTATOYHA IS BBITIOJIHCHUS PCKOMEHIAIUN IO
JIO3UPOBAHHIO ¥ JTUTCIHFHOCTH JICUCHHS, ONMUCAHHBIX B OOIIEH XapaKTepUCTHKE JICKAPCTBCHHOTO Mperapara.
2. [lepecmoTrpeHHas nHMBOpMAIHS O JICKAPCTBEHHOM Ipernapare.

Ecnu paccmarpuBaemass JnekapcTBeHHas ¢opMmMa WM J103UpPOBKa Obuia
3apeTUCTPUpPOBAaHAa B BHJAEC OTACIBHOTO JIEKapCTBEHHOTO Ipemapara, ToO
HCKJTIOYCHUE TaKOM JICKapCTBCHHOM (HOPMBI T TO3UPOBKHU OYyJIET CUUTATHCS HE
BHECCHHEM M3MCHCHUH, a M3BIATUEM U3 O0pAICHHUS.

IIpumeuanue

B.I.8 Bmenenme wim M3MEHEHHE pe3lOMe

Heob6xonumsie
cHCTEMBI (hapMaKOHAA30pa JIEKAPCTBEHHOIO JlOKyMeHTHI M JauHble  [Ipomemypa
YCIIOBUSI

%
mpernapara Jisi MeIUIIMHCKOTO IpuMeHeHus( )

a) Bsexenue pe3iomMe  CUCTEMBI

dbapmakoHan3opa, N3MEHEHUN

KBaTU(QHUIUPOBAHHOTO numna mno

dapmakoHam3opy (BKIIOYas KOHTAKTHYIO — - Ay
uHpopManuio) W (WIM) H3MECHEHHE

MECTOpacIoJI0KeHHs: MacTep-(aiina cucTemMbl

(dhapmakonamzopa (MOCD)

JdoxkxkyMeHT anHas

1. Pestome cuctemsl (apmMakoHaA30pa WIM OOHOBIICGHHE 3HAYUMBIX JJIEMEHTOB (COOTBETCTBEHHO);

HOATBEPXKIACHHE TOrO, YTO  3asABHUTENb HMeeT KBaIM(GHUIHUPOBAHHOE  JIMIO, OTBETCTBEHHOE
3a (apmakoHan30p, ¥ YTBEpXKIEHHE, NOJNMCAHHOE 3asBUTENEM, YTO 3asBHTENb 00JagaeT HeOOXOIUMBIMH
crocobamu BBITIOJTHEHU ST 3ajau u 00s13aHHOCTEH, nepedrcIeHHBIX
B IlpaBuimax Hamiexameld npakTHKUM ¢apMakoHana3opa EBpasuiickoro 5KOHOMHYECKOTO COH03a;
KOHTaKTHast MH(opManus KBaIH(UIIMPOBAHHOTO JHIA MO (apMaKOHAI30pY, TOCYAApPCTBA-WIEHa, B KOTOPOM



pacioJiaracTtcsa KBaJ'II/I(bI/IHI/IpOBaHHOC JIUaoo 110 Q)apMaKOHazBopy W BBIIIOJHACT CBOU 3aJauH,

MECTOPAaCMOJTOINKCH

ue MOCOD.

2. Homep MOC® (ipn HaIHIUH)

@)

B.1.9 N3menenue

CYIIECTBYIOIIEH CUCTEMBI
(apmakoHaa30pa COTJIACHO
macrtep-painy CcUcTeMbl
(apmakonamzopa (MOCD)

a) U3MCHEHUE
KBaTH(HUIHPOBAHHOTO JIKIIA
o gapMakoHaa30py, U (MITH)
KOHTAaKTHOI MH(pOpMaLyH, 1
(unm) MpOLEeyPHI
pe3epBUPOBAHHMS

0) u3MeHeHne 0a3bl JAHHBIX
OezomacHocT W (WIH)
OCHOBHBIX KOHTPAaKTHBIX
corjlallieHuH B IEeIax

BBINMIOJHCHUA
hapMakoHaI30PHBIX
obsi3atenscTB W (WMINM)
HW3MCHCHHUE MecTa
NpOBEACHUS
(hapmakoHag30pHON
JeATeIbHOCTH

B) uHble n3mMenenus [10CO,
He BJIHUSOIIHE Ha
(GYHKIIMOHHPOBAaHUE
cucTeMsl (apmaxoHaazopa (
HampuMmep, H3MEHEeHHue
MECTOIIOJIOKEHUS TJIABHOTO
xpaHwnuina (apxuBa),
aJMUHUCTPAaTHUBHbBIC
H3MCHCHHS )

T') BHECCHHE H3MEHEHHH B
[IOC® mno pesynbraTam
skcneptussl IIOCD npyroro
JIeKapCTBEHHOTO Tpernapara
TOTO K€ JepiKaTess
perucTpanmoOHHOTO
yZOCTOBEPEHHUS

JlanHoe M3MeHeHHe oxBaThiBaeT BBeacHHe M®DCO He3aBUCMMO OT HAJIUYUS B
TEXHUYECKON YacTH PErMCTPALMOHHOTO JI0Che MOJAPOOHOTO ONMHCaHMs CUCTEMBI
(apmaxoHa30pa. VI3MeHeH!sI KOHTaKTHOTO JIMIA 10 (hapMaKoHaI30py, BKIOYast
KOHTaKTHYIO HHPOpMANHUIO (romepa TeneQpoHOB

u QakcoB, MOYTOBBIA aapec W aapec dSICKTPOHHOH IOYTH) W M3MEHCHHUS
MecTtopacnonoxeHuss MPCO (ynuma, ropoj, WHAEKC, CTpaHa) JOIYCKAeTCs
BHOCHTh B €AMHBIH peecTp (0e3 HeoOXxoamMocTu OGOPMIICHUS OTIENbHOM
ImpoLeaypoil BHeceHHs HU3MeHeHuH). Ecnm nepkarens perucTparioHHOTO
YAOCTOBEpEHUs] NpuOeraeT K BO3MOXXHOCTH OOHOBJICHHMS YKa3aHHOH BHIIIE
HHGPOPMAIINY B €ITHOM PEecTpe, OH JOJDKEH YKa3aTh B PETUCTPAIMOHHOM JIOCKE,
9TO OOHOBIIEHHAS HH(GOPMAIIHS YTHX JAaHHBIX BKIIIOUYEHA B SIMHEIA PeecTp.

Heobxoaumsie ycnoBus JokymeHTsl 1 nanHble  IIpouenypa
1 IAHy

1,2,3 1 1ALy

1 1 IA

4 1,2 Ay



Cama cucremMa ¢bapmakoHan3opa HE U3MEHSACTCH.
CucreMa 0assl TaHHBIX mpoimia BaJINIAIUIO (ecom MPUMEHHUMO).
3. [IlepeHoc maHHBIX U3 JPYTHX CHCTeM 0a3 [OaHHBIX BaJIHAUPOBAH (€CIHM MPHUMEHHMO).
4. Te xe m3menenuss B IIOCD BBeaeHbI IJs BCEX JIEKAPCTBEHHBIX MpENapaToB TOTO K€ JepiKaTels

YV ¢ n1 o B HuU 4
1
2

PETrUCTPaIMOHHOTO YAOCTOBEpEHUs (01MHaKoBas okoH4artenbHas Bepcust [IOCD).

JdoxkxkyMeHT anH™a s

1. Iocnenuss Bepcus [IOCD u, eciin MPUMEHUMO, TIOCTIEIHSSA BEPCUS MpenapaT-CuenuGuIHOrO JOTIOTHEHHUS.
OHU JOJKHBI B OTHOILEHUH M3MEHEHHS KBAJIH(HLIPOBAHHOTO JINIIA 110 (hapMaKOHAI30py BKIIOYATh a) KPATKYIO
ororpaduo HOBOr0 KBATH(UIUPOBAHHOTO JIKIA 110 (hapMaKoHa130py, 0) HOBOE MECTO HAXOKICHHS epKaTeIs
PETHCTPAIOHHOT0 yJOCTOBEPEHHS ¥ KBATH(UIIMPOBAHHOTrO JIMIA MO (apMaKoHaA30py 00 UX CIIOCOOHOCTH M
MyTSX YBEAOMIICHHSI O HEXKEJNATENBbHBIX PEaKkIMAX, MMOANUCAHHOE HOBBIM KBAIM(HUIMPOBAHHBIM JIUIIOM MO

(hapMaKoOHa/[30py W JEpXKATEJIEM PETUCTPALMOHHOTO YIOCTOBEPEHUS U OTPaXKAIOIIee OCTAIBHBIC CBSI3aHHBIC C
3TUM N3MEHEHUS, HampuMmep, B OpTaHU3AIMOHHON cxeme.

Ecnu xBamudunmpoBaHHOe U110 1Mo apMaKkoHAA30py U (WIK) KOHTAKTHAs HH(POpMAIus KBaTH(PHUIIIPOBAHHOTO
numa no ¢dapMakoHaa3opy u3HavanbHO He ObuM BKIIOYEHB! B [IOC® nmn [TOC® He cymecTByeT, mojada

nepecMorpeHHoro [IOC® wne TpeOyercs, HE0oOXOAUMO NPEACTAaBUTh TOJNBKO (OpMYy 3asBICHHS.
2. Ccpuika Ha 3asBieHue (TPoLenypy) U JEKapCTBEHHBIH MpenapaT, B OTHOLUIEHHH KOTOPOTO M3MEHEHUs ObUTH
0IT0OOPEHBL.

B.1.9 oxBarpiBaeT H3MEHEHHUS CYIISCTBYIOIIEH CHCTEMBI (apMakoHaI30pa
[Tpumeuanue: BETEPUHAPHBIX JICKAPCTBEHHBIX MPENapaToB U JEKAPCTBEHHBIX MPENapaToB s
MEMIUHCKOTO IPUMECHEHUS, Ha KOTOphIe He ObUT BBesicH [ DCO.

W3Menenunst KBanu(UIMPOBAHHOTO JHIA IO (apMaKOHAA30py, BKIOYAS

KOHTaKkTHyI0 HMH(pOpManuio (Homepa TereoHOB U (haKcoB, IMOYTOBHIN ajpec U
ajgpec JJICKTPOHHOW IMOYTHI), MOMYCKAaeTCs BHOCHUTh B €OUHBIA peectp (0e3
HEOOXOAMMOCTH OGOPMIICHHUS OTIACIBHOW MPOIEAYPOH BHECCHUS W3MCHCHH).
Ecnu neprxarenb perucTpalilmoHHOTO yJIOCTOBEpEHHs NPHOEraeT K BO3MOKHOCTH
O0OHOBNICHHS yKa3aHHOW BhIIIe MH(OpMAIMH B €IMHOM pPEECTpe, OH JOJDKEH
yKa3aTb B PETUCTPALMOHHOM J0ChE, YTO OOHOBIICHHAsI MH(pOpMANNS 3THX JTaHHBIX
BKJIIOUYEHA B €UHBIN peecTp.

[Iprmeuanne ms a)

Onenka [IOC®, momaHHOTO Kak 4acTh HOBOTO 3asiBIIEHHS O perucrpauuu (
pacuIMpeHus] perucTpaluy, BHECEHHS U3MEHEHHS), MOXKET BECTH K M3MEHEHUSIM
10 3ampocy YHNOJHOMOYEHHOTO0 oOpraHa (9KCHEpTHOH OpraHU3alun)

[Tpumeuanne s 6) rocyaapctBa-wieHa Takoro [IOC®. B stoM ciaydae Takue e HM3MEHCHHS MOXKHO
Beectd B [IOC® npyrux JIeKapCTBEHHBIX IPENApaToB TOTO K€ AEprKaTels
PETUCTPALIMOHHOTO yJOCTOBEPEHUS IyTeM IMoAadyu (TPYIHIIOBOr0) H3MEHEHHs
TAHY Tuna.

B.1.10 I3meHeHue 9acTOTEI K
(unn) maTtel  MOMAYH

NEPHUOAUYECKOTO
OOHOBIIIEMOTO OTYETa I10 Tpebyemas Bun
HeobxonnMmere yciaoBus
0e3omacHOCTH JIOKyMEHTAIHs MIPOLe Ty Bl
JIEKapCTBEHHBIX NPENnapaToB
s MEJUIUHCKOTO
MIPUMEHEHHUS
1 1,2 Ay

Y ¢ 1 o B u 4
1. 3meHeHne 4acTOTHl W (WIHM) JAaThl MOJAYHM IMEPHUOJUYECKOr0 OTYeTa MO OE30MacHOCTH COTrIacOBAaHO
YIOJHOMOYCHHBIM OPTaHOM (IKCIIEPTHOW OpTaHU3aIe) rocy1apcTBa-wicHa.

JdoxkywmMeHT anmas
1. IIpunoxeHHOE K COMPOBOAUTEILHOMY MHUCHMY 3asBIICHUsI O BHECEHUHM M3MEHEHHIl: CChUIKA Ha COTJIAIICHUE



YIOJIHOMOYCHHOTO OopraHa (3KCHepTHOﬁ Opl"aHI/I3aIII/II/I) rocygapcrBa-4JjicHa.
2. HepeCMOTpeHHaﬂ qacToTa u (I/IJ'II/I) JaTa nmoJga4u nepuognuvdeCcKoro oTucTa 1mo 0Ee30I1aCHOCTH.

JlaHHOE M3MEHEeHHE MPUMEHSETCS, B CIy4Yae €ClU UK MEePHOJUIECKOTO OTYeTa
1o 0e30MacHOCTH yKa3aH B PErUCTPAIOHHOM JI0ChE CIIOCOOaMH, OTIHYHBIMH OT

IIpumeuanue yKa3aHUsl CCHUIKM Ha MEPEeUYeHb OTYETHBIX J1aT B COOTBETCTBHUU C aKTaMH,
BxomAmuMA B TipaBo Coro3a, M IpHU HEOOXOTUMOCTH IMOJAYH TEPHUOIAICCKOTO
oT4eTa 1o Oe30MacHOCTH.

B.I.11 Bsexgenue wunu
H3MEHEHHs 0043aTelILCTB U

. JIoKyMeHTBHI

yciaoBui  peructpanuu,  HeoOXomuMeie ycaoBus [ponenypa
1 NJaHHBIC

BKJIIOYasl TUIAH yMPaBIICHHS

pHCKamMu

a) peanuzanus

bOopMyITHPOBKH,

COTJIacCOBAaHHOU c
1,2 Ay

YIIOTHOMOYEHHBIM OPraHoM (
SKCIIEPTHON OpraHU3aIlIei)
rocyapcTBa-4ieHa

Y ¢ 1 o B U A
1. U3meHeHue peamu3yer ACHCTBUE, 3aTpeOOBAaHHOE YIOJTHOMOUYSHHBIM OPTraHOM (3KCIIEPTHOM OpraHW3aImei)
rocyJapcTBa-4ieHa, u He TpeOyeT Mmojaun A0MOIHUTENbHBIX CBEICHUN 1 (MIIN) JaibHEHIIeH SKCIIEPTH3bI.

JdokywmMeHT ans

1. IlpunoxkeHHOe K COMPOBOJMUTENIHHOMY IHMCHMY 3asiBI€HUS O BHECEHWUM HM3MEHEHUMH: CChUIKa Ha
COOTBETCTBYIOIEE PEIICHUE YIOJTHOMOYCHHOI'O OpraHa (dKCICPTHOW OpraHW3aIlliH) TrOCyJapCTBa-wICHA.
2. [lepecmoTrpeHHas nHMOpMAIHS O JICKAPCTBCHHOM Ipernapare.

3T0 U3MEHEHHE OXBAThIBAET TOJIBKO CUTYAIUIO, B KOTOPOM BBOANMOE U3MEHEHUE
3aTparvBaeT HMCKIIOUUTENIBHO YCIOBUS M (WIM) 00s3aTENIbCTBAa PErHCTpalliH,
BKJIIOYAsl IJIaH YNpaBJICHHS PHUCKAaMM W YCJIOBUs M (W) 00s3aTenbcTBa
perucTparyii Ipu UCKIIIOYNTEIBHBIX OOCTOSTENBCTBAX U YCIIOBHON PETUCTPALIIH.

IIpumeuanue

B.1.12 Bkuwouenue wuiu
HCKJIIOUCHHE  YEPHOTO
CUMBOIIa UIu
MTOSICHUTEIBHBIX YKa3aHUU B
OTHOIIICHUH JICKAPCTBEHHBIX

HeobxoauMeie yciaoBus Joxymentsl u nanusle  IIpouenypa
MpEenapaToB, BXOIAIIHUX B
NepeyeHb JIEKapCTBEHHBIX
IIpenaparoB, NOAJIEKAIINX
JIOMOJTHUTEIIBHOMY
MOHUTOPHUHTY
1 1,2 IAHy

Y ¢ 1 o B HuW 4
1. HeKapCTBeHHHﬁ HpenapaT BKJIFOUYCH HUJIM UCKJIFOYCH U3 nepeqH;I J'[eKapCTBeHHBIX npenapaTOB, noaJjieKamumux
JIOTIOJTHUTEIbHOMY MOHUTOPUHTY (COOTBETCTBEHHO).

JoxkxkyMeHT anH™a s

1. IIpunoxeHHOE K COMPOBOIUTEIFHOMY IHCHEMY 3asBICHHS O BHECCHWH M3MEHCHHU: CCBUIKA Ha TEpEYCHb
JIeKapCTBEHHBIX NpenapaTos, MOJJICKAIHX JIOTMOJTHUTEIHFHOMY MOHHUTOPHHTY.

2. IlepecmoTrpenHas nHMOpMAIIHS O JCKAPCTBCHHOM Iperapare.

JAaHHOC HU3MCHCHUC OXBATbIBACT CHUTyallMIO, IIPpU KOTOpOﬁ BKIIIOUCHHUEC MU
HCKIIFOYEHUE YEPHOTO0 CUMBOJIA UJIN TTOSACHUTECIIBHBIX yKaSaHI/Iﬁ HE IPOU3BOAUTCA B

IIpumeuanue



paMKax ApYroi peryysiTOpHOHW Mpolexypsl (HampuMmep, MpoLeayphl MPOATICHUS
WM U3MEHEHUsI, 3aTparuBaonieli HHYOPMAaIHIO O JIEKAPCTBEHHOM IIperiapare).

. M®OIT (MOBA)

I''1 M3menenume HamMmeHoBaHusi W (wim) anpeca naepxkartens HeoOxoanmble JJoKyMeHTSHI
ceprudpukara MOBA YCIIOBHUSA U JaHHbIE

1 1 IA

IIpouenypa

HY

Y ¢ 1 o B u 4
1. Tepxxatens ceprudukara MOBA nomKEeH 0CTaBaThCS TEM KE FOPHIAICCKUAM JIUIIOM.

JdoxkxkyMeHT anas
1. OpunmanpHEIA JOKYMEHT OT COOTBETCTBYIOIIECTO YIIOJIHOMOYEHHOT'O OpraHa rocyapcTBa-uieHa (Harmpumep,
HaJIOTOBOT'0 OpraHa), B KOTOPOM YKa3aHO HOBO€ HAaMEHOBaHHE MJIM aJ[pec.

I'.2 3menenue HamMmeHoBaHust W (wim) anpeca naepxkartens HeoOxoxmmble JJoKyMeHTH U
ceprudukara MOII YCIIOBHUSA JIAaHHBIE

1 1 1A

IIpouenypa

HY

Y ¢ 1 o B u 4
1. Iepxatens ceprudukara MOII momkeH 0CTaBaThCSA TEM K€ IOPHIUYCCKUM JTHUIIOM.

JdokxkyMeHT aUnas
1. OdunmanbHBIA JOKYMEHT OT COOTBETCTBYIOIIETO YIIOJHOMOYEHHOTO OpraHa IrocyaapcTBa-uieHa (Hampumep,
HaJIOTOBOT'O OpraHa), B KOTOPOM YKa3aHO HOBO€ HaMEHOBaHHE MJIH aJipec.

I'.3 Vzmenenue nim Tpancep TEKyIIEro Aep)kaTerst cepTudukara
M®OII HoBOMY nepikatemio ceptudukara MOII — to ects aApyromy
IOPUINYECKOMY JIHILY

Heobxoanumbie JJokyMeHTBHI
IIpouenypa
YCIIOBUS U JaHHBIE

- 1,2,3,4,5,6 1ALy

JdokyMeHT aUuws

1. JoxymeHT, BKIIOYas HACHTH(QHUKAIMIO (HaUMEHOBaHWE M anpec) Tekymero paepxkartens MOIT (
MPaBOOTUYXKAATENI) W HACHTH(PHUKAINIO (HANMEHOBAaHHE W aJpec) JHIa, IpuHUMaromero TpaHcdep (
npaBonpuoOperaTelns), a TaKXkKe MpenIaracMyl [aTy CHEIKH, MOAINMCAHHOW 00eHMH KOMIIaHHSMHU.

2. Konus nocliefHEH CTPaHUILBI JOKyMEHTa Ha MO®II.

3. IloaTBepkeHNE PETHCTPAIIMK HOBOTO JiepikaTens (BBIIHCKA U3 PeecTpa I0PUANIECKHUX JIUIL U IIEPEBO/] ee Ha
pycckui SA3BIK), NOANUCAaHHOE obeumu KOMIAHUSMHU.
4. TloarBepxkaenue TpaHcdepa Bced mokymeHtauun MOPII c mnepBoit ceprupukanmn MOII
npasonpuoOperaTenio, MOJNMHUCAaHHOE obenmu KOMIIAaHUSAMH

5. JloBepeHHOCTD, BKITIOYAst KOHTAKTHBIE CBEICHIS JINI[A, OTBETCTBEHHOTO 32 CBS3HM MEXIY YITOTHOMOYEHHBIM
OpraHoM (9KCIIEpTHOM OpraHu3amuel) TrocymapcTBa-wieHa U jaepkarenrem MOII, noamucaHHas
npaBonpuobperartenem.

6. TIuceM0-00513aTCIICTBO BBIMOJIHGHUST BCEX OTKPBITBIX M OCTABIIMXCSA 0053aTEIbCTB (MPU HATUYHH),
MTOJIIIMCaHHOE TIPaBOIPHOOpETaTEIEM.

I'.4 N3menenue HamMeHOBaHUS H (WiH) aapeca yupexaeHnid Heobxoammeie JJoKyMeHTHI

IIpouenypa
KPOBH, BKJIIOYas IIEHTPOB 110 cOOpY KPOBH (TIIa3MBl) YCIOBHSA U J1aHHbIE
1,2 1,2,3 1A
Y ¢ n1 o B m 1
I. YupexaeHue KpPOBH JOJKHO 0CTaBaThCs TeM xKe IOPUIUIECKUM JIUI[OM.

2. l3MeHeHHe JOJKHO OBITH aJIMHHHCTPATUBHBIM (HAalpuUMep, CIHSHUE, TOTJIONIEHHUE); HW3MEHEHHE
HaMMEHOBaHMS YUPEKICHHs KPOBH (LIEHTPa MO cOOpY), MPH HEM3MEHHOCTH yUPEXKCHUS KPOBH.

JokxkyMeHT anas
1. IloanucanHas AeKnIapalys TOro, YT0 U3MEHEHUE HE BKIIIOYAET U3MEHEHUE CHCTEMBI KadeCTBa yUpekKAeHUs



K p 0 B "
2. TlogmucaHHas pAekjapamys TOro, YTO H3MCHCHHS IIEpEYHS IICHTPOB cOopa HE MPOUCXOIUT.
3. OOHOBIIEHHBIE COOTBETCTBYIOIINE Pa3eIbl U TOTONHEHH K 1ocke MOII.

I'.5 3amena unu go6aBieHue HeHTpa Mo cOopy kpoBu (ma3mel) B Heo6xonumele JIoKyMeHTHI
paMKax yupexxJeHus! KpoBH, BKItoueHHOro B MOII YCIIOBUS U JaHHBIE

- 1,2,3 IB

IIpouenypa

JdoxyMeHT aUumi4

1. DNUIEeMHOIOTHYECKIE JaHHBIC O BUPYCHBIX MapKepax, 3aTpardHBarollue IEHTP Mo cOOpy KPOBH (ILIa3MBbI),
oxBaThIBaroue 3 rojga. B OTHOIIEHUH BHOBE OTKPBITOTO IIEHTPA (IIEHTPOB) MIIM B CIIy4ae OTCYTCTBUSI TaHHBIX,
JIEKIapanus TOTO, YTO SMUASCMHOJOTHYECKHE NaHHBIC OyIyT MPEACTABICHBI B OYCPETHOM €KETOTHOM
00O HOBIECHUHUTH

2. VkazaHue, 4TO LUEHTP (QYHKIHOHHUPYET B TEX K€ YCIOBHSIX, YTO U JPyrue IEHTPbI, MpUHAIJICIKAIIUE
YUPEKICHUIO KPOBHU, COTJACHO IOJIOKCHHUSIM CTaHIAPTHOTO OTOBOpA MEXAY YUPSIKICHHEM KPOBH U
ITepxKaTemaewMm M @ II .
3. OOHOBIICHHBIE COOTBETCTBYIOIINE Pa3/ICIbl U IOTONHEHU K Tocke MOII.

I'.6 Uckmrouenne uin u3MEeHEHHE cTaTyca ((yHKIHOHUPYIOIIHIt

U He(YHKITMOHUPYIOMNN) yUpekaeHud kpoBu (1meHTpoB), Heobxomumbie JOKyMEeHTHI U n
orexypa

UCIIOJIb3YyEeMBIX UIsi cOopa KpoBH (IJ1a3Mbl) WIIM JUIS UCTIBITAHHUS  YCIIOBHS JIAaHHBIE P P

KpOBO- U IUIa3MOJay U IIyJIOB ILIa3Mbl
1,2 1 IA

Y ¢ 1 o B Hu 4

1. [TpUYHHBI UCKITFOYCHUS WM U3MEHCHHS CTaTyca HE TOJKHBI OBITH O0YCIIOBICHBI IPOOIEMaMH, CBSI3aHHBIMU
¢ IlpaBunamu Hazanexamiedl MNPOU3BOJACTBEHHON MpakTUKU EBpa3uilckoro 3KOHOMHYECKOrO COMO3a.
2. Yupexxaerus (IIEHTPbI) JODKHBI COOTBETCTBOBATH HHCIICKITMOHHOMY 3aKOHOIATEIILCTBY TOCYAapPCTBA-UIICHA
TIPH U3MEHEHNH CTaTyca ¢ He(yHKIHOHUPYIOUINX Ha (YHKIIMOHHUPYIOIIHE.

JdokyMeHT ani4
1. OGHOBIICHHBIE COOTBETCTBYIOIIME PA3/IEIIbl M JOIOJIHEHUS K Jocke MPII.

I'.8 3ameHa mnm BKIIIOYEHHWE HOBOTO IIEHTPa KPOBH B IEJIIX
Heobxonumere JIoKyMeHTEHI

WCTBITAaHHUS JOHAIMI KPOBHU W IIa3MBl M (WIM) IMyJIOB IUIa3MBI B
YCIIOBHA U JaHHbIE

IIpouenypa
paMKax yupexJeHus, BKItoueHHoro B MOII

- 1,2 IB

JoxkyMeHT anuas

1. VYka3aHue, 4TO UCHBITAaHUS HPOBOAATCS COTJIacHO TeM ke yTBepxaeHHbIM COIl u (unm) meronam
U c O B T aHUHU

2. OOHOBIIEHHBIE COOTBETCTBYIOIINE pa3/iesibl M JONOIHEHHS K tocke MDIT.

I'.10 3ameHa win BKJIIOYEHHE HOBOTO YUpeKIeHHUS KpoBU wim Heobxomumbie JOKyMEHTHI
1eHTpa (IIEHTPOB), B KOTOPOM XPaHHUTCSA IIazMa YCIJIOBHUS U TaHHBIE

- 1,2 IB

[Ipouenypa

JdoxyMeHT amnasd

1. VYkazaHue, 4TO UEHTp XpaHeHHs (YHKUMOHUpPYeT B cooTBeTcTBHM ¢ TeM xe COIl, yTBep:KAeHHBIM B
y 4 pe X I e HHUH

2. OOHOBIIEHHBIE COOTBETCTBYIOIINE pa3/iesibl M JONOIHEHHS K tocke MDIT.

I'.11 Ucknrouenue yupexaeHIsI KPOBH WM IeHTpa (IeHTpoB), B Heobxoammeie JloKkyMeHTHI
KOTOPOM XPAaHUTCA IJIa3Ma ycioBus " JaHHBIC

1 1 IA

IIpouenypa

Y ¢ nm o B m 1

1. HpI/I‘II/IHa HUCKIHOYCHHUA HC OOJIDKHa 6I)ITI) 06ycn03neHa Hp06HeMaMI/I, CBA3AHHBIMU C MOATBCPKIACHUEM
COOTBETCTBUS IPOU3BOACTBEHHON IUIOIIAAKU MpousBoauTens IIpaBunaM Haanexaried Mpou3BOACTBEHHON
npakTUK EBpa3uiickoro 5KOHOMHUECKOTO COH03a.



JdokyMeHT au™was
1. OOHOBIICHHBIE COOTBETCTBYIOIINE Pa3/ICIbl U IOTONHEHUS K 1ocke MODII.

I'.12 3amMeHa wiM BKIIOYECHHE OpraHU3alH, BoBIedeHHOW B HeobOxomumbie J[OKyMEHTHI

IIpouenypa
TPAHCHOPTUPOBKY IIa3MBI yCIIOBUSA U JTaHHbBIE

- 1 IB

JdoxyMeHT aUu™i4

1. OOHOBJICHHBIC COOTBETCTBYIOIINE Pa3/ICIIbl U TOMONHEHUS K 1oche M®II, BKITtoYast Bce YUPEKICHHUS KPOBH,
MOJIL3YIOIINECS 3TOM TPAHCIOPTHOW OpraHU3alueil, pe3roMe ICHCTBYIONICH CHUCTEMBI, 00ECIICUHBAIOIICH
TPAaHCIOPTHUPOBKY B HAUICKANINX YCIOBHSAX (BpeMs, TeMIIlepaTypa W COOTBETCTBHE HaJJeKamen
MIPOM3BOICTBEHHOM MPAKTHUKE) M MTOATBEPKACHUE TOTO, YTO YCIOBHS TPAHCIIOPTHPOBKU BAIMANPOBAHBIL.

.13 Uckmrodenue OopraHu3anui, BOBJICYCHHOMU Heobxonumeie JIOKyMEHTHI 1 "
oreaypa
B TPAHCIIOPTUPOBKY ILJIa3MbI YCIIOBHS JTAaHHBIC P P
1 1 1A

Y ¢ 1 o B u 4

1. IIpuyuHa HMCKIIOYCHHS HE JOJDKHA OBITH OOYCIIOBJICHA MPOOJIEMaMH, CBA3aHHBIMH C TOJTBEPKICHUEM
COOTBETCTBHsI MPOU3BOJCTBEHHON MmiIomanku npousBoautesns [IpaBunam Haanexamieid Mpou3BOACTBEHHON
TpakTHKH EBpa3suiickoro SKOHOMHYECKOTO CO03a.

JoxkyMeHT anas
1. OOHOBJICHHBIC COOTBETCTBYIOIINE Pa3/ICIibl U TOMOIHEHU K 1oche MDII.

I'.14 BxitoueHue TecT-CUCTEMBI, 3aperucTpupoBanHoil B Corose B
Heobxoanmbie JlokyMeHTHI
Ka4eCTBE MEIUIIMHCKOTO U3/EIHS, B IENIAX UCTIBITAHUS OTACITBHBIX ITpouenypa
N N YCIIOBUS U JaHHBIE
JOHaUui KPOBH U IIa3Mbl B KAYECTBE HOBOM TECT-CHCTEMBI

1 1,2 1A

Y ¢ 1 o B H 1
1. HoBas Tect-cuctema 3apeructpupoBana B Coro3e B Ka4eCTBE MEAUIIMHCKOTO U3IETHSI.

JdoxkyMeHT aUuws

1. I[lepedenb  WCHOBITATENBHBIX  IUIOMIAJOK, B  KOTOPBIX  HCIOJNB3YETCA  TECT-CHUCTEMA.
2. OOHOBJIEHHBIE COOTBETCTBYIOIINE PA3IeNbl U JONOTHEHHUS K focke M®DII, Brirrouast OOHOBIEHHBIE CBEICHUS
00 MCTIBITaHUSAX B COOTBETCTBHH C aKTaMH, BXOIAMKUME B nipaBo Coro3a mo cocraBiernto MOII.

I'.15 BxirodyeHHe TECT-CUCTEMBI, HE 3aperuCTPUPOBAHHONH B
Coro3e B Ka4ecTBe MEIUIMHCKOTO HM3JeNus, B HesiX ncnbiTanus HeobOxonumele JJokyMeHTH

. . IIpouenypa
OTHENBHBIX [OHAIIMH KPOBM W IIA3MBl B KA4eCTBE HOBOH  yCIIOBHSA ¥ TaHHbIE
TECT-CUCTEMBI
0) HOBas UCHBITaTEIbHAS cHcTeMa ObuTa omo0peHa B M®IT mis
JIPYTUX LEHTPOB KPOBH B IEJSIX UCHBITAHMS JOHAIMM KpPOBU U — 1,2 1A

IJ1a3MbI

JdoxyMeHT aUu™i4

1. IlepeyeHb UCTIBITATENBHBIX IIEHTPOB, B KOTOPHIX UCIIOIB3YETCS TECT-CUCTEMA, U MEePEUYCHb HCIBITATEIbHbBIX
HEHTPOB, B KOTOPBIX oHa oynmert HCIOJNIB30BATHCH.

2. OOHOBJICHHBIC COOTBETCTBYIOIIHE PA3JICIEI U JONOIHEHUS K 1ochbe M®DII, Brirrouasi OOHOBJICHHBIC CBEICHHUS
00 UCTIBITAHUSAX B COOTBETCTBHH C aKTaMH, BXOISMIAMU B 1ipaBo Coro3a mo coctaBnernto MOII.

I'.17 BBenenue wnm pacumpenue npouenypbl kapantuHHoro HeoOxomumbie TpeGyemas Bwun
XpaHEHHUs yCIIOBUS JIOKyMEHTalus IIpOLEeaypbl

1 1 IA

Y ¢ 1 o B u 4
1. Ilpomenypa KapaHTHHHOTO XpaHEHHS SBISACTCS 0Oojiee CTPOToi (HampuMep, BBIMYCK TOJIBKO IOCHE
MOBTOPHOW MPOBEPKH JOHOPOB).

JdokxkyMeHT aUnas
1. OOHOBIIEHHBIE COOTBETCTBYIOLIME Pa3leibl U HOMOIHeHHs K gfocke M®II, BKiIroyas OCHOBaHMS BBEICHHS



WK paclIupeHUs MpoueaAypbl KAPAHTUHHOI'O XpaHCHUA, IIJIOIIAJIKH, B KOTOPBIX OCYHICCTBIACTCS KapAaHTUHHOC
XpaHCHHUEC, U UBMCHCHUA MTPOUCAYPBI, ACPEBO peﬂIeHHﬁ, BKJIFO4asi HOBBIC YCJIOBHA.

I'.19 3amena unu nobGaBieHne KOHTEItHEPOB I KpoBu (Hanpumep HeobGxoanmele J[okyMeHTHI i
onenypa
, MEIIIKOB, ()JIAKOHOB) YCIIOBUS Y JaHHBIE P P

a) HOBBIE KOHTEHHEPHI Ul KPOBH 3aperucTpupoBansl B Corose B

. 1,2 1 IA
Ka4eCTBE MEIUIMHCKAX H3AETUI

Y ¢ 1 o B u 4
1. Kowureiinep 3apeructpupoBan B Cor3e B  KadecTBe  MEJUIIMHCKOTO  HU3Ienus.
2. Kputepun kauectBa KpOBH, 3aKIIOUEHHON B KOHTEHHED, HE UBMEHSIOTCSL.

JokxkyMeHT anas

1. OOHOBICHHBIE COOTBETCTBYIONIHE pa3[eibl M IOMOJHEHUsA K gocke MOII, BkiIrouyas HaUMEHOBAaHUE
KOHTEIHepa, NMPOU3BOJUTEINS, CIEIM(UKAIIMIO PACTBOPa aHTHKOATYJISTHTA, MMOJITBEPXKICHUE PETHCTPallH B
Coro3e 1 HAUMEHOBaHHE YUPEXKJIEHHsI KDOBH, B KOTOPOM UCIIONIb3YyeTCs KOHTEHHED.

Heo6xonumsere JIoKyMeHTEHI

r2ou 1
3MEHEHHUE XpaHeHHs (TPaHCTIOPTHPOBKH) yenoBus 1 HaHHbIC polenypa

a) yCIIOBHMI XpaHEeHHUs U (MJIN) TPAHCTIOPTHUPOBKU 1 1 IA

0) MaKCHMaJIBHOTO CPOKA XPAHEHHUS TIA3MBI 1,2 1 IA

Y ¢ 1 o B H 1
1. V3MeHeHne MOIDKHO Y>KECTOYaTh YCIIOBUS M COOTBETCTBOBaTh TpeOomaHmsM Dapmakomen Coro3a miu
TpeboBaHUAM (papMaKoIriei rocy1apCTB-UICHOB, IPEABIBIAEMBIM K IUIa3Me YelloBeKa T (PaKIHOHUPOBAHHUS.

2. MakcuManbHBIA CPOK XPaHEHUS KOPOUe MPEIBIAYIIEro.

JdoxkyMeHT au™ws

1. OOHOBIICHHBIE COOTBETCTBYIOIINE pa3Jeiibl M JOMOTHEHHS K mocbe M®II, BKiTto9as moapoOHOE OIMMCcCaHue
HOBBIX YCJIOBHUi, MOATBEPKACHUE BaJIHIAIMK YCIOBHH XpaHEHHs (TPAHCIOPTHPOBKHM) M HAUMEHOBaHHE
YUPEKICHHUS KPOBHU, B KOTOPBIX MPOUCXOUT U3MEHEHHUE (€CTIH MPUMEHUMO).

"

19. AG3an nepBbIii myHKTa 2.7. moapaszaena 5.3. pazaena 11 npunoxenus Ne 24 x
yka3aHHbIM [IpaBunam U3I0KUTh B CIEIYIONIEH peIaKIUu:
"2.7. Pe3roMe KIIMHUYECKUX UCCIIETOBAHUN".
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