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eIMHEIX IPUHIMIAX U MPaBHUIaX OOpameH:s JeKapCTBEHHEIX CPEACTB B paMKax
EBpa3uiickoro 3k0OHOMU4E€CKOro coxo3a"

[TocTanosnenue npasurenscTBa Pecryonnku Kazaxcran ot 18 nekadbps 2014 romga Ne 1320
[IpaButenbctBo Pecnybmukm Kazaxcran ITIOCTAHOBIIAET:
BHeCTH Ha paccmoTpenue lIpesmaenta PecnyOnukm Kazaxctan npoekT VYkasa
[Ipesunenta Pecnny6nuku Kazaxcran «O nognucanuu CoriamieHust 0 €UHbIX IPUHLUIAX U
npaBujax oOpalieHusl JJEKapCTBEHHBIX CPEJCTB B paMKaxX EBpa3uiicKoro sKOHOMHUYECKOTO
COHO3a».
IIpemMmbpep-MuHHCTD
Pecnybnuku Kazaxcran K. Macumos

O nommucanuy CorjlameHns O €IUHBIX IPHHIUIIAX U MpaBUIaXx oOpameHns
JIEKapCTBEHHBIX CPEZICTB B paMKax EBpa3uiickoro 5kKOHOMHIE€CKOI'0
COI032a

IIOCTAHOBIAIO:
1. OnoOpuTh npuiaraemerii mpoekT CorjameHus O €IUHBIX IMPHHITMIIAX W IpaBHIIaX
oOpaieHus: JEeKapCTBEHHBIX CPEJICTB B pamkax EBpa3miickoro 3KOHOMHYECKOTO CO03a.
2. Ynonnomouuts IlepBoro 3amectutens [Ipembep-Mununcrpa PecnyOnuku Kazaxcran
CarunraeBa baxbiTkana AOaupoBuya mojanucaTb or uMeHM PecnyOomuku Kazaxcran
CornanieHre 0 €AWHBIX MPUHIMIAX W MpaBujax oOpallleHus JIEKapCTBEHHBIX CPEJCTB B
paMkax EBpa3uiicKOro 3KOHOMHYECKOTO CO03a, Pa3peliuB BHOCUTh HW3MEHEHUS WU
JOTOJIHEHHUS, HE HMEIOIIHe NPUHIUIHATBHOTO xapakrtepa.
3. Hacrosmmii Yka3 BBOJAUTCA B ICUCTBHE CO JHS MOJIIUCAHUS.
Il p e 3m 10 e HT

Pecnybinku Kazaxcran H.Haszapb6aes
O 4 O b P E H
Ykaszowm [Ipesungenta
PecnyOnuxmu Kaszaxcrtan

ot nexadps 2014 roga Ne
[Ipoekr



COI'JTALLIEHUE
0 €IMHbIX IPWHIUIIAX U IPaBUIaX 0OpamieHns JIEKapCTBEHHBIX CPEICTB
B paMkax EBpa3smiicKoro 3x0HOMH9IECKOr0 COI03a

I'ocynapcrBa — wieHbl EBpazuiickoro 3KOHOMHUYECKOTO COK3a, UMEHYEMBIE Jajee
rocygrapcTBaMHu-4YJeHaAMu,

OCHOBBIBasich Ha JloroBope o EBpasuiickoM s5koHOMHUYECKOM coro3e oT 29 mas 2014 roxa,
MOJATBEPKAasi HaMEPEHHUE pa3BUBATh JYKOHOMHYECKOE COTPYJIHHYECTBO U PACUIUPATH
TOPrOBO-3KOHOMHUUYECKHE CBSI3U;

MPU3HABAs, YTO JIEKAPCTBEHHBIE CPEICTBA OTHOCSTCS K COLMAIBHO 3HAUUMOMN MPOTyKIIUH,

B 1€)X (pOpMHUpPOBaHUS OOILIETO PhIHKA JIEKAPCTBEHHBIX CPEJICTB B pamkax EBpazuiickoro
PKOHOMHUYECKOTO cor3a (nanee - Corw3),

CTaBsl LIEJIbI0 YKPEIJICHUE 3/I0POBbsl HACEIICHUS TOCY1apCTB-UJIEHOB MyTeM 00eCIIeUeHUs
JIocTyma K 0Oe3omacHbiM, 3(P(EKTUBHBIM M Kauye€CTBEHHBIM JIEKAPCTBEHHBIM CpPEICTBAM,

pU3HaBas 11€JI€CO00Pa3HOCTh MPOBEJICHUS CKOOPAMHUPOBAHHOM TMOJIUTUKHU B cdepe
oOpaieHusi JIEKapCTBEHHBIX CPEJICTB C YYETOM B3aWMMHOW 3aMHTEPECOBAHHOCTU B
obOecrieueHUH rapaHTUil 0€301MacHOCTH, 3P(HEKTUBHOCTU U KaYeCTBa JICKAPCTBEHHBIX CPEJICTB
JUTSL KU3HU U 3JI0POBbSI JIIOJIEH, OXPaHbl OKPYKAIOIIEH CPEIbl, )KU3HU U 3I0POBBS JKUBOTHBIX
U pACTEHUU, TpeaynpexaeHus IeHCTBUN, BBOMASIIMX B 3a0iyXXJEeHHE MNOTpeOUTeeH,
CTPEMSICh K CO3JJaHUIO0 ONTUMAJIBHBIX YCJIOBUM JJIsI pa3BUTHUSL (PapMaiieBTUYECKOM
MIPOMBIIIUIEHHOCTH, TOBBIIIICHUI0 KOHKYPEHTOCIIOCOOHOCTH (papMaiieBTUIECKON MPOTyKIINUH,
MPOU3BOJIUMOIN Ha TEPPUTOPUSX TOCYIAPCTB - WICHOB, U BBIXOJly Ha MHUPOBOW PBIHOK,
CTPEMACH K yCTPAaHEHHWIO HEOOOCHOBAHHBIX OTPAaHWYEHUN BO B3aUMHOW TOPTOBIIE,
COTJIACWJIUCH O HIKECIICTYIOIIEM:

Crarpa 1
Omnpenenenus

1. s ueneit Hactosimiero CornameHus: UCTIOMb3YIOTCS MOHSATHS, KOTOPhIE 03HAYAIOT
CJI e gy oimee

«JIEKapCTBEHHOE CPEJICTBO» — CPEJCTBO, MpeCTaBistolIee coO0l WM cojeprKaliee
BEIIIECTBO WJIM KOMOWHAITMIO BEIIECTB, BCTYIAIOIICE B KOHTAKT C OPTaHM3MOM YEJIOBEKa,
MIpeTHa3HAYCHHOE TS JIeUeHUsI, TPODIIaKTHKY 3a00JIeBaHUI YeTTOBEKA UM BOCCTAHOBJICHHUSI
, KOPPEKIIMH WJIH W3MCHCHUS ero (HU3HOJOTHYCCKUX (YHKIHH TOCPEICTBOM
(hapMaKkoJIOTUIECKOT0, UMMYHOJIOTHYECKOTO JIMOO METAOOINIECKOTO BO3ICHCTBHS WIIN IS
AUATHOCTUKH 3a0oNeBaHUM u COCTOSTHU U 4eJI0BEKa;

«JIEKapCTBEHHBIN TIpETapaTy» - JEKapCTBEHHOE CPEJICTBO B BUJIE JIEKAPCTBEHHOU (OPMBI;

«HamIexamue (hapmarieBTUUECKUE MPAKTHKUA B chepe oOpalieHus: JeKapCTBEHHBIX



cpencTB» (mamee - Hamuexanue ¢GapMmalneBTUYECKUE TMPAKTUKU) - MpaBuIa,
pacrpoCTpaHsIOUMecs Ha BCE ATalbl OOpalleHusl JEKapCTBEHHBIX CPEACTB: HaJJexarias
nabopaTopHasi TpaKTUKa, HaJJeXKamas KIWHWYeCKas TMPpaKTHKa, HaiexKamas
POU3BOJICTBEHHAsI TpaKTUKa, HaJJexallas JUCTPUOBIOTOPCKAs MpaKTHKa, HaJJiexxalias
anTeyHas TMPaKTHUKa, HAJIeKamas TMpakThKa ¢GapMakoHAI30pa W JPyTHe MPAKTUKH;
«oOpalnieHue JIeKapCTBEHHBIX CPENICTBY - JESTEIbHOCTb, BKIIIOYAIOIIAsl MPOIIECCHI
pa3pabOTKH, NOKJIMHUYECKUX HCCIEIOBAHUMN, KIMHUYECKUX MCCIIEAOBAaHUM (UCIBITAHUN),
OKCHEPTHU3bl, pErucTpanuu, (papmakoHaa3zopa, KOHTPOJS KayecTBa, MPOU3BOJICTBA,
M3TOTOBJICHHUS], XPAHCHUS, TPAHCIIOPTUPOBAHNSI, BBO3a HA TAMOXKEHHYI0 TeppuTopuio Coro3a
U BbIBO3a C TaMOXeHHOW Tepputopun Coro3a, NmepeMeleHuss ¢ TEPPUTOPUH OJHOTO
rocyJapcTBa-ujieHa Ha TEPPUTOPUM APYTUX TOCYAAPCTB-WIEHOB, OTIYCKa, peaju3allui,
nepenavu, MPUMEHECHMUS, YHHUUYTOXKECHHUSA JIEKAPCTBEHHBIX CpEACTB,;
«papmareBTUueckasi cCyOCTaHIUSA - JEKAPCTBEHHOE CPEJCTBO, MPEIHA3HAYECHHOE /IS
MIPOU3BOJICTBA 151 U3TOTOBJICHUSA JEKapCTBEHHBIX npenapaTros.
2. I'ocynapctBa-usnieHsl npu GOpPMHUPOBAHUM OOIIETO PHIHKA JIEKAPCTBEHHBIX CPEJICTB B
paMkax Coro3a pyKOBOJICTBYIOTCS YHU(PUIIUPOBAHHBIMY MOHATUSIMU U UX OMPEACICHUSIMU B
COOTBETCTBUHU C WH()OPMAIMOHHBIM CIPAaBOYHUKOM TIOHSATUU M OmpeneneHuil 3 cdepe
oOpalieHust JISKAPCTBEHHBIX CPEACTB, (POPMUPOBAHKE U BEJICHUE KOTOPOI'O OCYIIECTBIISIOTCS
EBpazuiickoil s3xoHOMUYEeCKOW Komuccuen (nanee - Komuccus).

Crarba 2
Cdepa npumenernsa CoriameHus

1. Hactosimee CornaiieHue yCTaHaBIMBAET €AMHbIE TPUHIUIIBI U MpaBUiIa 0OpalieHus
JEKapCTBEHHBIX cpeAcTB B pamkax Coro3a B nensax (opMUpOBaHUs OOIIEr0 phIHKA
JeKapCcTBEHHBIX CpPEenAcCTB.

2. HleuictBue Hactosimero CornameHuss pacnpoCTpaHSETCsl Ha NPaBOOTHOLIEHUS,
BO3HMKaIOIIKE B chepe oOpalleHns JIeKapCTBEHHBIX CPEACTB, HAXOIAIIMXCS B OOpaIieHUH B
pamkax Coro3za.

Cratpa 3
PerymmpoBanue oOpameHns JI€KapCTBEHHBIX CPEACTB

1. PerynupoBaHue oOpaleHus JIEKApCTBEHHBIX cpeAcTB B pamkax Corosa
OCYLIECTBJISIETCS B COOTBETCTBUM C HACTOSIIIMM CorylamieHueM, JpyruMu MeXyHapOAHBIMA
JOrOBOpaMu, BXOAsIIMMHU B npaBo Coro3a, pelIeHUIMH KOMHUCCHUH, a TakKe B YacTH, HE
npoTuBopeyvamieil HacrosdmeMmy CoOrNIallleHuo, TaKuM MEXIYHApOJHBIM JOTOBOpaM H
pelIeHUsAM Komuccun - 3aKOHO/ATEIbCTBOM rocy1apcTB-4JIEHOB.

Pemennss Komuccuu, perynupyione oOpallleHHEe JIEKapCTBEHHBIX CPEJCTB,
pa3pabaTrbeiBaroTCA Ha OCHOBE MEXYHapOaHBIX HOPM.



2. T'ocymapcTBa-uneHsl HampabisitoT B Komuccuio mpeiokeHuss B OTHOIICHUU
pa3paboTKu MPOEKTOB akTOB opraHoB Coro3a B cepe oOpalieHus JIEKapCTBEHHBIX CPEJICTB.
3. B nensix obGecnieyeHus BBITIOJIHEHUS TpeOOBaHUM B cepe oOpalieHust JIeKapCTBEHHBIX
cpeactB B pamkax Coro3za Komwuccus BIpaBe NMPUHUMATh PEKOMEHIAIINH, Kacalomuecs
OTIPENICNICHHUS] ONTUMATbHBIX TOAXOJ0B, pealnu3alus KOTOPHIX IO3BOJUT O0ECTICYUTH
BBITIOJTHCHHE TaKUX TPEOOBaHUH.

Cratpa 4
OyHKIHOHAPOBaHKE O0OIIET0 PHIHKA JIEKAPCTBEHHBIX CPEACTB

1. TocynapcTtBa-unensl GOPMUPYIOT OOIIUN PHIHOK JIEKAPCTBEHHBIX CPENCTB,
COOTBETCTBYIOIIUX TpeOOBaHUAM HaJJexkanmux ¢GapMaleBTUUYECKUX TMPAKTUK, B
COOTBETCTBUH C NpPUHIWNAMH, yKa3aHHbIMM B ctatbe 30 JloroBopa o EBpasuiickom

YKOHOMHUYECKOM col03e oT 29 Mas 2014 rojaa.
2. lN'ocynapctBa-ujieHbl IPOBOJASIT CKOOPJMHUPOBAHHYIO MOJIUTUKY B cdhepe oOpanieHus
JEKapCTBEHHBIX CpEenCTB MOCPEJACTBOM:

a) MPUHATUS Mep, HEOOXOIUMBIX ISl TApMOHHU3AIMU U YHU(DUKAIIMHA 3aKOHOIaTEIhCTBA
rocy1apCTB-4JIEHOB B cepe oOpauieHus J€KapCTBEHHBIX CPEJICTB;
0) NPUHATHUS €UHBIX TPaBUJI U TPEOOBAHUI pEryIMpoBaHuUsl 0OpaIeHUS JIEKapCTBEHHBIX
C pe x c¢c T B ;
B) oOecIieueHHs eIMHCTBA 0053aTeNIbHBIX TPeOOBaHMM K Oe301acHOCTH, 3P (HEKTUBHOCTH
Y Ka4yeCTBY JIEKAPCTBEHHBIX CPEICTB Ha TEPPUTOPUN FOCYIaPCTB- WICHOB U UX COOJIIOJICHNUS;
r) obecreyeHus: €ANHBIX MOJAXO0J0B K CO3JaHHUIO0 CUCTEMbl OOECIIEUEHHUs KauecTBa
JeKapcCTBEHHBI X CPEACTB;
J1) TapMOHHU3AIMN 3aKOHO/ATEIbCTBA TOCYAapCTB-UWIEHOB B 00JACTU YCTaHOBJICHUS
OTBETCTBEHHOCTH 3a HapylleHHe TpeOoBaHUH B cepe oOpalieHus JIeKapCTBEHHBIX CPEJICTB.
3. Jlns ueneit peanuzanuu Hacrosiero CoryameHusi rocy1apcTBa-4wieHbl OMpenessioT
Opranbl TOCYJAapCTBEHHOW BIACTH, YNOJIHOMOYEHHbIE Ha OCYyUIECTBIEHUE U (WJIN)
KOOpPJMHAIIMIO JEeATeNbHOCTH B cdepe oOpamieHus JTeKapCTBEHHBIX CPEACTB.
4. KoopauHanuio AesITeIbHOCTH, HAIIPAaBJICHHON Ha TapMOHM3AIUIO 3aKOHOAATEIbCTBA
rocyJapcTB-4JI€HOB B c(hepe oOpalieHus JeKapCTBEHHbBIX CPENCTB, ocyecTBisier Komuccus.

5. OpraHnbl ToCyJapCTBEHHON BJAcCTU I'OCYJ1apCTB-WJIECHOB, YKa3aHHbIE B MyHKTE 3
HACTOSILIEH CTaThbU, MPOBOJAT KOHCYJIBTALIMM, HAIPABICHHBIE HA COIVIACOBAHWE IMO3HULIMM
rocyJapCTB-4JIEHOB 110 BOIIPOCAM PETYIMPOBAHUS OOpAILIEHUS JIEKAPCTBEHHBIX CPECTB.

Crarpa 5
I"apMoHM3aIsa rocyIapCTBEHHEIX (papMakoIieil rocy1apCcTB-4JIeHOB



1. TocymapcTBa-uieHbl TPUHUMAIOT MEPbl ISl YCTAaHOBIEHHS (hapMaKOIMEHHBIX
TpeboBanuii Coro3a MOCPEACTBOM MOCIENIOBATEIHLHON rapMOHU3AIMU (apMaKOMEeHHbIX
ctateif (0OIIMX M YACTHBIX) TOCYIAapCTBEHHBIX (papmakomneld TrocyaapcTB-4JICHOB.

2. I'apMoHU3aIMs rocyJapCTBEHHbIX (hapMakoneil rocyJapcTB-4JICHOB MPOBOJUTCS C
HCITOJIb30BAaHUEM MEXIYHAPOJIHOIO ONbITa FTAPMOHU3ALNH HALMOHAIBHBIX (papMaKONEHHBIX
TpeOOBaHUM B COOTBETCTBUM C KOHIleNIMeH, yTBepxkaaemonr Komuccuei.

3. ®apmakoneiiHple cTaThbu (0OIIME M YacTHBIE), 0400peHHble PapMaKONEHHBIM
komuTeToM Cor03a, B COBOKYITHOCTH 00pa3yroT (papmakonero Coro3a, KOTopas yTBEP:KIaeTCsl
KowmMmwuccwuehd

4. Yactuele (apmakoneiinbie ctatbu (apmakonen Coro3a, yCTaHaBIHMBAIOIIKE
TpeOOBaHUA K KAaYeCTBY JIEKAPCTBEHHBIX CPEJACTB, MpEJHA3HAYEHHBIX IJIs OOpalieHus B
pamkax Coro3a, pa3pabaTbIBalOTCSI B COOTBETCTBUM C KOHIIEMIUEH, YKa3aHHOW B MyHKTE 2
HacToOsSWeHu CTaThHu.

5. Iopsnoxk nearensHoctr GapmakoneriHoro komurera Coro3a onpenenserca Komuccuei

6. Jlns uenedl perucTpalMu U KOHTPOJISI KayecTBa JIEKAPCTBEHHBIX CPEJNCTB,
npelHa3HauYeHHBIX AJI 0OpalleHus TOJIbKO Ha TEPPUTOPUH OTIEIBHOIO rocyJapCcTBa-uiieHa,
MIPUMEHSIOTCS TPEOOBaHUS TOCYIAPCTBEHHOM (hapMaKoIen JaHHOTO roCy1apCTBa-4JIeHa.

Cratpia 6
JoxmHngecKkye M KIMHNIeCKUe NCCIIeA0BaHNs (MCIBITAaHNA)
B I'OCYyJapCTBax-LICHaX

B nemsix obecrieueHust GyHKIIMOHUPOBAHUS OOIIETO PHIHKA JEKAPCTBEHHBIX CPEJICTB B
paMkax Coro3a JOKJIMHUYECKUE U KIMHUYECKUE UCCIIeIOBaHMS (MCIIBITAHNUS) IEKApCTBEHHBIX
CPEACTB B TOCyJIapCTBax-wieHaX MPOBOJSATCS B COOTBETCTBUM C MpaBWJIAMHU HaJiexallei
nabopaTOpHOM MPaAKTUKU, TMpaBUIaMH HaJJIeXKalled KIMHUYECKOW TPAKTHUKU U
TpeOOBaHUSIMU K MPOBEICHUIO HUCCIEIOBaHUM (MCHBITAHUIN) JEKapCTBEHHBIX CPEICTB,
yTBepxkaaeMbiMu Komuccuer.

Crarbs 7 Perucrpanua 1 S5KCIIEPTH3A JIEKAPCTBEHHBIX CPEICTB

1. T'ocynapcTBa-uiieHbl OCYIIECTBIISIIOT PETUCTPALIMIO U IKCIEPTU3Y JIEKAPCTBEHHBIX
CpeACTB, MpeAHA3HAYEHHBIX JJIsi oOpalieHuss Ha obOimem pbiHke Coro3a, B COOTBETCTBUM C
MpaBUJIAMH PETUCTPpAlMA M SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB, YTBEPKIAEMBIMHU
K oMmuccmueit

2. TpeboBaHus K CTpPyKType, hopMaTy, COJIEpPKAHUIO PETHCTPAIIHOHHOTO JOCHE,
CTPYKTYpE U COJEpP)KaHUIO OT4YeTa II0 OIEHKE PEerucCTPallMOHHOTO J0che, dopMa
PETUCTPALMOHHOIO YJAOCTOBEPECHUS JIEKAPCTBEHHOT'O CPEACTBA, IMOPSJAOK BHECCHUS
U3MEHEHHUI B PETrUCTPAllMOHHOE J0ChE, OCHOBAHUS JJI1 OTKAa3a B PErUCTPAIMU, OT3bIBA,



IIPUOCTAHOBIICHUSI WJIM IMPEKpalleHuss AEHUCTBUS PETHCTPALMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOI'O CPEACTBA YCTAHABIMBAIOTCA B IIPABUIIAX, YKA3aHHBIX B MMyHKTE 1 HacTOsIIEH
C T a T b H
3. [lpu peructpanuu M 3KCHEPTU3E JIEKAPCTBEHHBIX CPEACTB IOCYNAPCTBA- YJICHbI
UCIIOJb3YIOT HOMEHKJIATypy JI€KapCTBEHHBIX (opM, yTBepxkaaemyro Komuccuei.
4. Peructpauusi noj OJAHUM TOPrOBbIM HAaMMEHOBAHUEM JIEKAPCTBEHHBIX CPEICTB,
MMEIOUIUX Pa3JIMYHbI KAaYE€CTBEHHBIM COCTAaB JCWCTBYIOIIMX BEIIECTB, 3aMpPENIaCTCs.
5. T'ocynapcTBa-ujieHbl HE JOIMYCKAIOT YCTAHOBJEHHE B CBOEM 3aKOHOJATEIbCTBE
MOBTOPHOM PErnCTpaliy JEKAPCTBEHHBIX CPEJICTB, 3aPETUCTPUPOBAHHBIX HA UX TEPPUTOPUU
B COOTBETCTBUMU C IMPaBUJIAMH PETUCTPALUM M SKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB,
YyTBEPXKAAEMBIMHU Komuccuei.
6. B pamkax Cowo3a peructpauuu He TMOJIJEXKaT:
JEKApCTBEHHBIE CPEACTBA, M3TOTOBJIEHHBIE B  aNTEKax;
bapmManeBTUUYECKUE cyOcTaHUUU;
JIEKapCTBEHHBIE CPEACTBA, NMPEIHA3HAYEHHBIE [JI1 HUCIOJIb30BAHUSA B KA4E€CTBE
BBICTAaBOUYHEIX o0pa3mnoB;
JIEKapCTBEHHbIE CPEACTBA, MpPEIHA3HAYEHHbIC IJISl MPOBEACHUS JOKIMHUYECKUX H
KJIUHUYECKUX UCCIIETOBAHUM (McupITAaHUMN);
JIEKapCTBEHHBIC CPEJICTBA, BBE3CHHBIC (DU3UUYECKUM JIMIIOM JIJISl TUYHOTO MPUMEHEHUS;
paarodapmMalieBTUUECKHUE JIEKapCTBEHHBIE MPenapaThl, U3rOTOBJIEHHbBIE HEMOCPEICTBEHHO
B MEIMIMHCKUAX OPraHu3alusix B MOPSAKE, YCTAHOBIEHHOM YIOJIHOMOYEHHBIMU OPraHaMH
rocyaiapcTB-YJIE€HORB,;
JIEKapCTBEHHbIE CPEACTBA, HE MpEAHA3HAUEHHBIE IJI peaau3aliyd Ha TaMOXEHHOMN
TEPPUTOPHUH Cowsa;
o0pas31ibl JI€KapCTBEHHBIX CPEJCTB, MPEeAHA3HAYEHHBIE Il PETUCTPALlMU, U CTAaHJAPTHHIE
o 6 p a 3 1 B
7. Ilpu ocyuiecTBICHUHN MPOLEAYPbl PETUCTPALIMH U SKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB
roCyJapCTBa-WICHbl B3aUMHO IPU3HAIOT PE3YJIbTaThl JOKIMHUYECKUX (HEKIMHUYECKHX),
KJIMHAYECKUX U MHBIX HCCIEIOBAHUM (MCIBITAaHUMN) JIEKAPCTBEHHBIX CPEACTB, PE3YJIbTAThI
WHCIIEKTUPOBAHUS NPOM3BOJICTBA, JOKJIMHUYECKHX (HEKIMHUYECKHUX), KIMHHUYECKHUX
UCCIeIOBaHUI (MCIIBITAHUM) JIEKAPCTBEHHBIX CPEACTB, cUcTeM (apMaKoHaI30pa Ha
COOTBETCTBHE IpaBUiIaM HaJJIeXAIUX (PapMalleBTUYECKUX MPAKTUK, a TAK)Ke TPEOOBaHUSM,
YyTBEPpXKIAAEMBIM Komuccuen.
lNocynapcTBa-4iieHbl CO3/1al0T YCIIOBUS AJIA MPOBEJICHUS UCCIIEI0BAHUIN (MCIIBITAaHU)
JIEKapCTBEHHBIX CPEJACTB B COOTBETCTBUM C MEXKAYHAPOJIHBIMU CTaHIApTaMu U
o0ecrneynuBamOT CONOCTAaBUMOCTbH 170:¢ pe3yJbTaTOB.
8. YperynupoBaHH€ BO3HHMKAIONIUX NPHU PETUCTPALUMU JEKAPCTBEHHBIX CPEICTB
pa3HOIIacuil OCYIIECTBISIETCS DKCIEPTHBIM KOMHUTETOM IO JIEKAPCTBEHHBIM CpelcTBam (
nanee - OKCIEpTHBIA KOMHTET), co3aaBaeMbiM mnpu Komuccum U3 mpeicTraBuUTeNen



rOCyIapCTB-WICHOB W OCYIIECTBISIONIAM JIEATEIBHOCTh B IIOPSJKE, YTBEPKIAEMOM
K oMmuccmueit

9. Pemenre ymoJaHOMOYEHHOTO OpraHa rocyjaapcTBa-wiieHa o0 OTKa3e B BbIaue
PETUCTPAIIMOHHOTO YJI0CTOBEPEHUS JIEKAPCTBEHHOTO CPEJICTBA MOXKET OBITh 00’KajIOBaHO B
CyZi€ 3TOr0 TOCyAapCTBa-4wiICHA B IMOPAAKE, NPEAYCMOTPEHHOM ISl Pa3pelIeHUs] CIIOPOB,
BO3HHUKAIOIIUX U3 AIMUHUCTPATUBHBIX M HHBIX MTyOJMYHBIX TPABOOTHOIIICHUH.

Cratpa 8
Pearmu3amys 1IeKapCTBEHHBIX CPEICTB

1. B pamkax Coro3a 1onyckaercsi peajin3anus J€KapCTBEHHBIX CPEACTB IPH YCIOBHUH, UYTO
OHM IPOLJIM PETUCTPALIMIO B COOTBETCTBUH C NMPOLEAYPOM, ycTaHaBinBaeMon Komuccuen, n
CBEJICHUS O HUX BHECEHBI B €IMHBIM PEECTp 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpasuiickoro DKOHOMHUYECKOTO Cor3a.

2. JlexapcTBEHHBIE CPEACTBA, 3aPETHCTPUPOBAHHBIE YIIOJHOMOYEHHBIMU OpPraHaMH
roCyJJapCTB-WIEHOB 10 BCTYIUIEHUsA B CHIly Hacrosmero CornameHus, peaau3yroTcs Ha
TEPPUTOPUHU ITOTO rOCYAApPCTBA-YJIEHA JO OKOHYAHMS CPOKa JIEWCTBUSI PETrMCTPALIMOHHBIX
YIOCTOBEPEHHUH, BBIJAHHBIX  YIOJHOMOYEHHBIM OpPraHOM TIOCyJIapCTBa-4JIeHa.

3. JlekapCTBEHHBIE CPEICTBA, 3aPETUCTPUPOBAHHBIE B COOTBETCTBUU CO CTaTbEU 7
Hacrosiuiero CornameHus, peansyemele B pamkax Coro3a, TOJKHBI UMETh MapKUPOBKY B
COOTBETCTBUU C €AUHBIMM TpPEOOBAaHUAMHM K MapKUPOBKE JIEKAPCTBEHHBIX CPEJACTB,
yTBep)KIaeMbIMu Komuccuen, 1 K HUM JOJDKHA MPUJIAraTbCs MHCTPYKIUSA 110 TPUMEHEHMUIO,
COOTBETCTBYIOIIAS] €IMHBIM TPEOOBAaHUSAM K MHCTPYKLUU MO MEIULHUHCKOMY NPUMEHEHUIO
JIEKapCTBEHHBIX CPENICTB, YTBEPKAaeMbIM Komuccuei.

Crarpa 9
IIpon3BOACTBO JICKAPCTBCHHBIX CPEACTB

1. ITpon3BOACTBO JIEKAPCTBEHHBIX CpPeACTB B pamkax (Coro3a OCyIIECTBIAECTCA B
COOTBETCTBUM C NMPABUJIAMH HAJUIEKAIIEH NMPOU3BOACTBEHHON IPAKTUKH, YTBEPKAAEMBIMU
KoMmuccuell, Ha OCHOBaHMM pa3pellieHHs (JIMLEH3UH) Ha MPOM3BOJCTBO JIEKAPCTBEHHBIX
CPEICTB, BBIJAHHOIO B COOTBETCTBUM C 3aKOHOJIATEIBCTBOM TI'OCYJapCTB-UYJICHOB.

2. YIOJIHOMOYEHHOE JIULIO MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB JOKHO OBITh
aTTECTOBAHO YNOJHOMOYEHHBIM OPraHOM I'OCY/IapCTBAa-4IEHA B COOTBETCTBHUU C MOPSAKOM
aTTeCTallMM YIOJHOMOYEHHBIX JIMI IPOU3BOAMUTEIEH JIEKAPCTBEHHBIX CPEICTB,
yTBepkaaeMbiM Komuccuein. ATTeCTOBaHHBIE YIOJHOMOYEHHBIE JIMIA MPOU3BOAUTEIIEH
JIEKaPCTBEHHBIX CPEJICTB BKIIOYAKOTCS B PEECTP YIOJIHOMOYEHHBIX JIMI] IIPOU3BOAMUTEIECH
JIEKapCTBEHHBIX CPEJCTB EBpa3uiickoro "5KOHOMUYECKOTO COr03a, (POPMUPOBAHUE U BECHUE
KOTOpPOI'0 OCyHIECTBIAIOTCA Komuccnen B COOTBETCTBHM C yTBepkaaeMbiM Komuccuen
o0 Op a4 a4 K O M



3.B ClIy4ac HCHAAJICIKAIICTO NCIIOJIHCHHA CBOUX O6H3aHHOCTeﬁ, YIIOJIHOMOYCHHBIC JIMIIA
HpOPI?:BOI[HTCJ'ICﬁ JEKApPCTBCHHLIX CPCACTB HECYT OTBCTCTBECHHOCTHL B COOTBCTCTBHUU C
3aKOHOOATCIIbCTBOM I'OCYAapPCTB-YJICHOB.

Cratpa 10
®dapManeBTHICCKHAE HHCICKITAN

1. IlpoBenenue QapmaneBTUUECKUX HUHCIEKIUNA OCYIIECTBISIETCS Kak
(bapMaleBTUYECKUMHU MHCTIIEKTOpaTaMu OJHOTO M3 TOCYJapCTB-WICHOB, TaK M COBMECTHO
(hapMaIreBTUUECKUMH MHCIEKTOpPAaTaMH T'OCYJIapCTB-UJICHOB B COOTBETCTBHUM C MpPaBUJIAMU,
onpenensiembiMu Komuccuen. [1o pe3ynprataM MHCIIEKIIMU COCTABIIIETCS MHCIEKIIMOHHBIN
OTYET no bopwme, YyTBEpXKAAEeMOU Komuccuei.

2. @apMaleBTUYECKUE HHCIIEKTOPATHI TOCYAaPCTB-YJIEHOB OCYIIECTBIISIIOT ACATEIBHOCTD
B COOTBETCTBUM C 0OmUMH TpeOOBaHUAMHU, YyTBepxkaaembiMu KoMuccuen.

3. ®apMalneBTHUECKUE MHCTIEKTOPATa TOCYAAPCTB-YJICHOB COTPYAHUYAIOT APYT C APYTroM
C 1eJbI0 OOMEHA OMbBITOM, MOJAJEPKAHUS M COBEPIICHCTBOBAHMS CHUCTEMbl OOECIeYeHUs
KauecTBa JIEKAPCTBEHHBIX CPEJICTB M CUCTEMbI KaueCcTBa (papMarieBTUUECKUX UHCIIEKTOPATOB,
oOecreunBaroT yyactue (papmarieBTUYeCKUX MHCIEKTOPOB B MEPOMPUSITHSIX (B TOM UHUCIIE
MPOBOAUMBIX BcemupHoO opraHuzaruei 3paBOOXpaHeHUsI U JAPYTUMU MEXIyHAPOIHBIMU
OpraHu3anusMu), HUMEKIHUX  IeJbI0  MOBBIMIEHHWE WX  KBaJIU(PUKAIHUU.

4. Komuccueil ¢ y4eToM NpPEMJIOKEHUM TOCyAapCTB-UJICHOB BEHETCS PEECTP
(dhapmareBTUYECKUX WHCIIEKTOPOB EBpa3niickoro 3KOHOMHYECKOT0 coro3a. GopMHupoBaHUE U
BEJICHUE YKA3aHHOTO pPEecTpa OCYIIECTBIAIOTCS B MOpAAKE, yTBEpxkaaemMoM Komuccuei.

5. ObecnieueHune AesITEILHOCTH (PapMaleBTUYECKUX HHCIIEKTOPATOB TOCYJaPCTB-UJICHOB
OCYIIECTBIISIETCA IOCYAapCTBAMU-YJICHAMMU.

Cratea 11
OrrroBas peamm3anys, TPAHCIOPTHPOBAHNE H XPaHCHHE
JICKapCTBEHHELIX CPEACTB

OnroBas peanu3anusi, TPAHCIIOPTUPOBAHUE U XPAHEHUE JIEKAPCTBEHHBIX CPEACTB Ha
TEPPUTOPUAX TOCYHAPCTB-YIECHOB OCYIIECTBISIOTCS B COOTBETCTBUU C IIpaBUIaMU
HaJyIeKaled AMCTpUOBIOTOPCKOM MPaKTUKHU, yTBEpKaaeMbiMu Komuccuei.

Crarpa 12
dapmakoHaaA30p

1. l'ocynapctBa-unensl obecneunBaroT 3¢ HekTuBHOE GYHKIMOHUPOBAHUE HAIIMOHATBHON
cucTtembl (papmMakoHaa30pa B COOTBETCTBUHU C HajyIekalled NmpakTHUKoW (apmakoHan3o0pa,
yrBepxkaaemMon  Komwuccuer, W 3aKOHOAATEIBCTBOM  T'OCYAApCTB-YJICHOB.



2. lN'ocynapcTBa-unieHbl YCTaHABIMBAIOT B CBOEM 3aKOHOJIATENLCTBE MOJIOKEHUS 00
OTBETCTBEHHOCTH JICPXKATEIICH PErUCTPAIIMOHHBIX YIOCTOBEPECHUM JIEKAPCTBEHHBIX CPEJICTB U
WHBIX CyOBEKTOB OOpaleHus JIEKAPCTBEHHBIX CPENICTB, HAPYIIAIONIUX 00s3aTelbHBIC
TpeboBaHUA B chepe bapmakoHaa3opa.

3. YIOTHOMOYEHHBIE OpraHbl TOCYAapCTB-WICHOB 00ECTIEUNBAIOT KOHTPOJIb BHIMIOJIHEHHUS
JepKaTes MU PETUCTPAIIMOHHBIX YAOCTOBEPEHUH JIEKAPCTBEHHBIX CPEJICTB, HAXOASIIUXCS B
oOpallieHu Ha TEPPUTOPHUAX TOCYIAPCTB-UJICHOB, 00sS3aHHOCTEH MO (papMakoHAI30py B
COOTBETCTBUM C HaJJeXalel MpakTUKoW QapmMakoHag30pa U 3aKOHOAATEIHCTBOM
TrOCyITapcCTB-YJIEHOB.

4. OOMeH MeXJy YIMOJHOMOYEHHBIMH OpPTaHAMH TOCYAapCTB-4JIEHOB MH(OpManuei o
BBISBJICHHBIX HEXKEIATEIbHBIX peaknusaX (ICHCTBHIX) Ha JICKapCTBEHHBIE CPEJCTBA,
M3MCHECHHUSX B OIICHKE COOTHOIICHUS TOJB3bI W PHUCKA JEKAPCTBEHHBIX CPEJNCTB,
HaXOJSALIMXCS B OOpaIleHUH Ha TEPPUTOPUSX TOCYAapCTB-UJICHOB, U MPUHSITHIX MEpaxX MpH
MIPEBBIICHAH PUCKA HAJ MOJIB30H OCYIIECTBIISIETCS B TIOPSIKE, yTBEpKIaeMoM Komuccuei.

5. DKcnepTHBIH KOMHUTET paccMaTpUBAET CIy4au PACXOXKJACHHUS B IMO3UIHAX
rOCYJapCTB-WICHOB IO BOIPOCY OIEHKH COOTHOIICHUS TMOJIB3bI M PUCKA JICKAPCTBEHHBIX
CpPeNICTB, HaXOoAsSUUXCS B OOpalleHuu Ha TEPPUTOPUAX TOCYIAPCTB-UJICHOB.

6. T'ocynapcTBa-wiIeHBl OCYIIECTBISAIOT OOMeH WH(OpMaIruei mo pe3yiabTaram
MPOBEJICHUST WHCIEKIMK CUCTEeMBbl (apMaKoHAaI30pa JepKaTels PEerucTpairoHHOTO
YAOCTOBEPEHHUS JIEKAPCTBEHHOIO CPEJCTBA C IEJbI0 ONPEACNICHUS HX COOTBETCTBUS
3aKOHOJIATEIHCTBY TOCYIaPCTB-UJICHOB.

Crarpa 13
I'ocymapcTBeHHBIN KOHTPOIb (Haa30p) 3a oOpamenneM
JIEKapCTBEHHBIX CPEJICTB

1. T'ocynapcTBa-ujieHbl OCYILIECTBIISIIOT TOCYJapCTBEHHBINH KOHTPOJIb (HAA30p) 3a
oOpalleHueM JEeKapCTBEHHBIX CPEJICTB B MOPAJKE, YCTAHOBIEHHOM 3aKOHOJATEIHCTBOM
rocyiapcTB-YJIE€HOB.

YTOTHOMOUYEHHBIE OpraHbl TOCYAAPCTB-YWICHOB OCYHIECTBISIOT B3aUMOJCHCTBUE TIO
BBISIBIICHHIO (Dabc(UIIUPOBAHHBIX U (WJIH) KOHTpa(paKTHBIX JEKAPCTBEHHBIX CPEJICTB B
nopsakKe, YTBEPKAAEMOM Komuccuei.

2. YIIOJTHOMOYEHHBIE OpPTraHbl TOCYAAPCTB-YJICHOB B CIIy4yae OTHECEHUS JIEKaPCTBEHHBIX
CPEACTB K MPEICTABIAIONIUM OMACHOCTh IS KU3HH W (WJU) 3J0pOBbSI YEJIOBEKa,
Hed(h(PEeKTUBHBIM, HEJOOPOKAYECTBEHHBIM, (aTbCUPUITUPOBAHHBIM U (WJIH) KOHTPa(aKTHBIM
JIEKapCTBEHHBIM CPEACTBAM HE3aMEUIMTENIbHO HAIPaBJISIOT COOTBETCTBYIOIINE CBEICHUS B
Komuccuro u yBeqoMisitor 00 3TOM yIIOJTHOMOUYEHHBIE OPTaHbl APYTUX TOCYAAPCTB-UJICHOB, a



TaK)ke B paMKax CBOEH KOMIETEHIIUU MPUHUMAIOT MEPHI, 00ECIEYNBAIOIINE OTNEPATUBHOE
U3bATUE U3 OOpalleHus JICKAPCTBEHHBIX CPEACTB, MPEACTABISIONIUX OMACHOCTh JJIsl )KU3HU U
(1K) 310pOBbSI YEIIOBEKA.

Crarpa 14

EmuHEIH peecTp 3apernCTPHPOBAaHHEIX JIEKAPCTBEHHBIX cpeacTB Coro3a
¥ nHGOpMaHOHHEIE 0a3bl JaHHEIX B cpepe oOpameHust
JIEKaApCTBEHHBIX CPEJICTB

B nensx obecrnieuenus: ycinoBuid Jisi oOpalieHus Ha TEPPUTOPUSIX TOCYAAPCTB-UJICHOB
0e3omacHbIX, 3(Q(EKTUBHBIX M KA4YECTBEHHBIX JIEKAPCTBEHHBbIX cpeAcTB Komuccuei
bopMupyTCH u BEIYyTCH:

CAUHBIA pPEECTP 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeacTB EBpasmiickoro
SKOHOMHYECKOI0 cor3a (namee - EauHBIA peecTp) C HHTETPUPOBAHHBIMU B HETO
MHQOpMAIMOHHBIMU 0a3aMHM JAaHHBIX HMHCTPYKUUHA 1O MEIUIMHCKOMY HPUMEHEHHIO,
rpadpuueckomy odopmieHHio (qu3aiiHy) yNakOBOK M HOPMATHUBHBIMHU JIOKYMEHTaMHU IO
K a 4ye cT B Y ;

earHas nH(opManuMoHHas 0a3a TaHHBIX JIEKAPCTBEHHBIX CPEACTB, HE COOTBETCTBYIOIIUX
TpeOOBaHUSIM IO KauyecTBY, a Takxke (anbCUPUUIMPOBAHHBIX M (WIM) KOHTpadaKTHBIX
JEKapCTBEHHBIX  CPEJCTB, BBISBIEHHBIX HAa TEPPUTOPUSIX  TOCYAAPCTB-UJIECHOB;

enuHas HHGOpMaIMOHHas 0a3a JAHHBIX MO BBISIBIICHHBIM HEXEIATeIbHBIM PEAKIHAM (
JEUCTBUSIM) Ha JIEKQpCTBEHHBIE CPEACTBA, BKJIOYArolias cooOuieHus: 0 Hea((HEeKTUBHOCTHU
J€KapCTBEHHBI X CPEACTB;

eauHas uH@opMalmoHHas 0a3za JAaHHBIX O MPUOCTAHOBJIECHHBIM, OTO3BAHHBIM U
3alpeIIeHHBIM K  MEIUIMHCKOMY NPUMEHEHUIO  JIEKapCTBEHHBIM  CPEICTBAM.

VY1oIHOMOYEHHBIE OpraHbl FOCYIapCTB-YICHOB B cdepe oOpalleHus JIEKapCTBEHHBIX
CpPEICTB TpeACTaBiIsAl0T B KOMHCCHIO B COOTBETCTBMM C YCTaHOBJIECHHbIM Komwuccuen
nopsiikoM ¢GopMupoBaHus U BeAeHUss EqmHoro peectpa HeoOXOauMble CBEAEHUS IS
(dbopmupoBaHus peecTpa U 0a3 JaHHBIX, YKA3aHHBIX B HACTOSILEH CTaThe.

Crarpa 15
HNudopmammonnas cucrema Corosa B cepe oOpamenus
JIEKapCTBEHHBIX CPEZCTB

Komuccus obecnieunBaeT co3nanre U GyHKIUOHUPOBAHUE HHPOPMAIIMOHHONW CUCTEMBI
Coro3a B cepe oOpaiiieHus JeKapCTBEHHBIX CPEJCTB (J1anee - nHQOpMallMOHHAs CUCTEMA) C
I[eJIbI0 MpeJicTaBleHuss nHbopMaluu o TpeboBaHusIX B chepe oOpalieHus JIeKapCTBEHHBIX
CpEe/ICTB, NeHCTBYIOMHMX B pamkax Coro3a, HHPOpMAaIINH, COAEPIKAIIEHCS B €IMHOM PEecTpe U
nH(pOpMaMOHHBIX 0a3ax JaHHBIX, YKa3aHHBIX B cTarthe 14 Hactosmero CoriameHwus, a



TaKke JaHHBIX (papMaKOHAA30pa W HUHBIX TPYNN HHPOPMALUH, MNPEITyCMOTPEHHBIX
npaBujaMu co3faHusl U GyHKIHMOHMpPOBaHUs MH(opManuoHHOM cuctembl Coro3a B cdepe
obpameHus JEKapCTBEHHBIX CpPEeACTB.
[IpaBuna co3ganust 1 PyHKIMOHUPOBAHUS UHGOPMAIITMOHHOW CUCTEMBI YTBEPKIAIOTCS
pemenneM Komuccun u onpenensoT OCHOBBI €€ co3/1aHusl, GyHKIIMOHUPOBAHUS U Pa3BUTHS,
UCTOYHUKU U nopsaa0K GuHaHCUPOBAHMUSA.
Komuccueilr 1 ynoJqHOMOYEHHBIMU OpraHaMH TOCYJapCTB-YJIE€HOB MPUMEHSIOTCS
MH(OPMALIMOHHBIE CUCTEMBI, HH()OPMALIMOHHBIE TEXHOJOTUU U CPEJCTBA UX oOecreueHus,
paspabaTbiBaeMble, IPOU3BOJUMBIE WIIM PUOOPETAEMbIE UMU B COOTBETCTBHH C PEILICHUSAMHU
KoMuccnn, 3ak0HOIATENBECTBOM FOCYJaPCTB-UJIEHOB U (MJIM) MEXIYHAPOIHBIMU JOTOBOPAMHU
B pamkax Coro3sa.

Crarpa 16

HNudopManmmoHHOE B3aMMOJIEHCTBHE YIIOJIHOMOYEHHBIX OPIaHOB
rOCyZIapCTB-WICHOB B CIIydae IIPHHATHA MEP, OrPaHUIHBAIOIINX
obpamenne JIeKapCTBEHABIX CPEICTB

YNOJTHOMOYEHHBI OpraH rocyAapcTBa-djieHa B Ciydasx, HPeayCMOTPEHHBIX
3aKOHOAATEIBCTBOM €ro roCyAapcTBa, BIPABE MNPHUHATh PELICHUWE O NPHOCTAHOBIICHUM,
OT3bIBE WJIM OTKa3€ B MPOJJIEHUH CpPOKa JACHCTBHUS BBIAAHHOTO MM PErUCTPALMOHHOIO
YAOCTOBEPEHHUSI JIEKAPCTBEHHOI'O0 CpPEACTBa, O YE€M HE3aMEJINTENIbHO JIOJKHBI OBITh
MPOUH(POPMHUPOBAHBI YIIOJHOMOUYEHHBIE OPraHbl APYruX rocygapcT-uieHoB U Komuccus.

Crarpa 17
CoTpyaHUI€eCTBO YIIOJHOMOYEHHEIX OPraHOB I'OCYIapCTB-1JICHOB

VY10JIHOMOYEHHBIE OPTaHbl TOCYIAPCTB-WICHOB OCYIIECTBISIOT COTPYIHUYECTBO B chepe
oOpalieHusl JIEKapCTBEHHBIX CPEJCTB, B TOM YHCJIE MyTeM OOECIEeUeHHUs MPOBEIACHUS
Hay4YHO-UCCIIEIOBATEIBCKUX pabOT, HAYYHO- MPAKTUYECKUX KOH(EpPEHIUH, CEeMHUHApOB H
U H Bl X MEPONPUATHUMN .

YTOJTHOMOYEHHBIE OPTaHbl TOCYIaPCTB-YWICHOB OCYIIECTBIISIOT MEPOIIPHUATHS IO OOMEHY
OTIBITOM, OPTaHU3AIIMY COBMECTHOT'O O0YyUEHUS CIICIIUAIUCTOB.

Crarpa 18
Buecenue msmenenuii B Corjiamenue

ITo B3daMMHOMY COIJIACHUIO T'OCYIapCTB-YJICHOB B HACTOAIICC CornameHnue MOI'YyT OBITH
BHCCCHBI M3MCHCHUS, KOTOPBIC O(I)OpMJ'IHIOTCSI OTACIIBHBIMH IIPOTOKOJIAMHU W SABJIAIOTCA
HEOTHhEMJIEMOM YaCThIO HaCTOALICTO Cornamienus.



Cratpa 19
ITopsmox paspemeHus CiopoB

Cropsl, CBsI3aHHBIE C TOJKOBaHUEM U (WJIM) PUMEHEHUEM IOJOKEHUM HACTOSIIETO
Cornamenusi, pa3pemiaroTcsi B MOpsiAKe, ompeneneHHoMm cratbeil 112 JloroBopa o
EBpa3zuiickoM 3KOHOMHYECKOM coto3e oT 29 mas 2014 roxa.

Crarpa 20
ITepexonmabIC ONOKEHUA

1. JlekapcTBEHHBIE CpENICTBA, 3aPETUCTPUPOBAHHBIE B TOCYJIapCTBAX-UJIEHAX 0
BCTYIUICHHS B CUJTy HacTosiiiero CornaiieHusi, TOJKHbI ObITh IPUBEICHBI B COOTBETCTBUE C
TpeboBanusamu u npaBmwiamu Corosa no 31 nekabpst 2025 roma B COOTBETCTBUU C
MPOIEyPOM, YCTAaHOBJICHHOW B MpaBWJIaX PErUCTPAIlMU U IKCHEPTU3BI JIEKAPCTBEHHBIX
CpEICTB, YKa3aHHBIX B CTaThe 7 HACTOSIIETO CornameHnus.

['ocymapcTBa-ui€eHbl IOMYCKAIOT MOATBEPKICHUE PETUCTPALUN JIEKAPCTBEHHBIX CPEJICTB,
HMMEIOLIUX CPOYHBIE PETUCTPAILIMOHHBIE YIOCTOBEPEHUS, BbIIAHHBIC 10 BCTYIUICHUS B CUITY
Hactosimiero CornamieHusi, MO HCTEYEHUH HX CpoKa JACWCTBUS B COOTBETCTBUU C
3aKOHOIATEIbCTBOM rocyjgapcTBa-4dJjecHa.

2. Jlo BcrymieHus B cuiy pemenudt Komuccuu, perynupyromux oOpaiieHue
JIEKapCTBEHHBIX CPEJICTB, TPUMEHSIIOTCSI COOTBETCTBYIOIME HOPMATUBHBIC MPABOBHIE AKTHI
rocyJ1apCTB-YJICHOB.

Cratps 21
Bcerymnerne Cornamenus B CHITy

I. Hacrosimee Cormamenue BcTymaeT B cuiy ¢ | suBapa 2016 ropa.
2. Hacrosmee CornanieHue sBiIsi€TCs MEKIyHAPOAHBIM JOTOBOPOM, 3aKJIFOUYEHHBIM B
pamkax Coro3a, 1 BXoguT B ipaBo Coro3a.
CosepuieHo B ropoae «_» B OJIHOM MOJJIMHHOM 3K3EeMILISIPEe

H a PYyCCKOM s 3 Bl KE .

[Mognuuublid 3Kk3eMIusip Hactosimero Cornamenust xpanutes B Komuccun, koropas,
ABJISISACH JIeNO3UuTapueM Hactosmero CoriameHus, HaIpaBUT KaXXJAOMY FOCyAapCTBY-UJICHY
€r0 3aBEPEHHYIO KOIUIO.
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