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T'JIABA 1. O0mue no1oKeHus

Cratbs 1. Ilens HacTosmero 3aKkoHa

HacTtoswwmin 3akoH onpegenseT npaBoBble OCHOBbI FOCYAapCTBEHHOM NONUTUKM Pecnyonukn TagXnknctaH
B cdepe obpalleHnss neKkapCTBEHHbIX CPEeACTB, MEAWLUMHCKMX TOBapoB W dhapmaueBTUYECKON
OEeATENbHOCTM perynupyet OTHOLUEHUsl, BO3HMKaKLWMe B CBA3M C pas3paboTKoW, W3roTOBIEHUEM,
OOKMMHUYECKUMUN U KITMHUYECKUMW UCTIbITAaHUSAMW, KOHTPOSIEM KayecTBa, 3P(eKTUBHOCTI 1 Be3onacHoCTy,
TOProBrfern NekapCcTBEHHbIMM CPEACTBAMM U UHbIE OTHOLLEHUS], BO3HMKAIOLLME B 3TON cdhepe.

Crates 2. 3akoHomatenbcTBO PecnyOnmku TamKUKUCTaH O JIGKAPCTBEHHBIX CPENICTBAX U
(hapMarieBTHYECKOM ACATETLHOCTH

3akoHopgatenbcTBO Pecnybnukn TamKMKUCTaH O JNEKapCTBEHHbIX cpeacTBax M hapMaueBTUYECKON
OeATenbHOCTU OCHOBbIBaeTcst Ha KoHcTuTyumm Pecny®bnuvkm TamKUKUCTaH U COCTOUT M3 HACTOSILLEro
3aKOHa, MHbIX HOPMAaTUBHbLIX MNMPaBOBbIX aKTOB PeCI'Iy6]'II/IKVI Ta,D,)KVIKVICTaH N MeXxayHapoaHblX npaBOBbIX
aKTOB, NPU3HaHHbIX TaMKNKUCTAHOM.

Crarbs 3. [loHsATHS, HCTIONIB3yEMbIE€ B HACTOSIIIIEM 3aKOHE
OCHOBHBbIE NMOHATUSA:

JlekapcTBeHHble CpencTBa - BELeCcTBa, MPUMEHsIEMble AN NPOUNaKTUKKA, ONArHOCTUKK, NeveHus
bonesHewn, NpeaoTBpaLLeHnss BepeMeHHOCTH, NOSyHYEHHbIE U3 KPOBU, Nila3mbl KPOBU, a TakKe OpraHoB U
TKaHEeN 4ernoBeKka WIM >XMBOTHOrO, PACTEHWN, MWHEPAanoB, METOAaMW CUHTE3a WUMNN C MNPUMEHEHUEM
Ouonornyecknx TexHomnornn. K nekapcTBeHHbIM cpeacTBaM OTHOCATCS BELWeCTBa PacCTUTENbHOrO,
XMBOTHOMO WM CUHTETUYECKOro NPOUCXoXAeHusi, obragarolme ¢apmMakonormyeckon akTUBHOCTbIO U
npegHasHa4YeHHble Ans NpoM3BOACTBA U U3rOTOBMEHMS NIEKAPCTBEHHbLIX CPEACTB, a Takke BMOonorMyeckn
aKkTuBHble [o0aBkn 1 NnapdroMepusi, UMetoLLMe nevyedbHo-nNpodrnakTMyeckmne cBonCcTea.

JlekapcTBeHHOE CbIPbEé - BELLECTBO PACTUTENBHOIO, XMBOTHOIO, MUHEPAanbHOro, XMMUYECKOro U ApYroro
NPOVCXOXOEHNS, NMOABEPrHYTOE YaCTUYHON pa3paboTke W MoryYeHHble M3 ero cocTaea creuuanbHbIMU



mMeToaamu cy6cTpaThl, obnagatolme nevyebHbIMUM CBOWMCTBAMM WM UCMOMb3yemble AN CO3[aHus WU
NpPOn3BOACTBA NeKapCTBEHHbLIX CPEACTB.

3aperucTpMpoBaHHble JFleKapCTBEeHHble CpeAcTBa - NlekapCTBEeHHble CPeAcTBa, Mpoluealimve
KOHTPOSIbHO-KMUHUYECKME  WUCTbITAHUS U HOPMAaTMBHO-TEXHUYECKYI  aKcnepTudy  MuHucTepcTBa
3apaBooxpaHeHust Pecrybnvkm TampkuKUcTaH U BHECEHHbIE B [OCYAapCTBEHHbIN PeecTp nekapcTBeHHbIX
cpeacTs.

BOCﬂp0M3BeAéHHbIe (reHequecxwe) NeKapCcTBeHHble cpeacTBa - JiekapCTBeHHble CpeacTea,
nocrtynmeLine B o6pau.|,eH|/|e nocrne ncrtedyeHmsa Ccpoka OEeNCTBUS UCKITIOYUTENBHbBIX MaTEHTHbIX npaB Ha
opurnHaribHble NekapCTBeHHbIE CpeaCTBa.

MeauumHckue TOBapbl - U3OenNVMs U MaTepuanbl, NPUMEHSiEMble B MEOWLMHCKOM MNpakTuKe Ans
AVArHoOCTMKM, NneveHus U npodunaktukn 3abonesaHuin. K HUM OTHOCATCA MaTepuarnbl (NepeBs30YHbIE,
LIOBHblE, pacxodHble) W u3genust (MeguuUMHCKMEe, MeOMUMHCKasi TexHuKa, npeameTbl No yxody 3a
BornbHbIMY).

MMmyHoOGMONormyeckne nekapcTBeHHble CpPeAcTBa - NeKapCTBEHHblE CPEACTBa, MpefHasHayeHHble
ANs UMMYHOBMONOrMYECKon NPOUNAKTUKA U UMMYHOBMOMNOIrMYECKO Tepaninm (BakLmHbl U CbIBOPOTKM).

HapkoTnyeckune nekapcTBeHHble CpeAcTBa - NleKapCTBEHHble CPEACTBa, BKIOYEHHbIE B MepeveHb
HaApPKOTUYECKNX CPEACTB, COCTABfEHHbIN U OOHOBMSIEMLIN B COOTBETCTBUM C EamHon KoHBeHuwmen
OpraHnsaumm O6beanHEHHbIX Hauun o HapkoTudeckux cpeacTtBax 1961 roga m 3akoHOO4ATENbCTBOM
Pecny6nuvkn TagKukmctaH.

McuxoTponHble NneKkapcTBeHHble CpeAcTBa - IEKAPCTBEHHblE CPeACTBa, BKOYEHHblIE B MepedeHb
NMCUXOTPONMHbIX CPEACTB, COCTaBMEHHbIA U OOHOBNSAEMbIN B COOTBETCTBUMM C KoHBeHuuen OpraHusaumm
OObeaunHEHHbIX Haumii o ncuxoTpomnHbix BellectBax 1971 roga u 3akoHogaTenbCTBOM Pecnybnmku
TamKukncTaH.

ApoBuTble NnekapcTBEHHbIE CPeaCcTBa - NTEKapCTBEHHblE CPeACTBa, OTHECEHHbBIE K NEPEYHIO SA0BUTbIX
NeKapCTBEHHbIX CPEACTB, YTBEPXKAEHHbIE MUHNCTEPCTBOM 34paBooXpaHeHus Pecnybnukn TamKkMKncTaH.

PaanoakTuBHbIe NekapcTBeHHble CPeACcTBa - TeKapCTBEHHbIE CPpeACTBa, NPUMEHsIEMble B MEANLIMHCKOM
NpaKkTUKE 1 MEIOLLME CBOVCTBA MOHU3VPYIOLLIETO U3MYYEHNS.

danbcuduumpoBaHHOE NleKapCTBEHHOE CPEeACTBO - JIEKAPCTBEHHOE CPEACTBO, HE COOTBETCTBYOLLEE
Mo CcoCTaBy, CBOWCTBAM M APYrMM XapakTepucTMKaMm OpurimHany unm BoCrnponsseaeHHOMY feKapCTBEHHOMY
cpencTBy (reHepuKy) M3roTOBUTENS, MPOTMBOMPABHO W MNpedHaMepeHHO CHabXeHHoe NOoAAEerbHOM
3TUKETKOW UMK NOXHON MH(OpMaLMe 0 cocTaBe, AaTe U3roTOBMEHMS U CPOKE MCMONb30BaHUS UMK O
Npon3BOAUTENE NEKapCTBEHHOIO CPeCTBa;

JlekapCcTBeHHble PACTEHUSA - PACTEHMUS, pa3peLleHHble B YCTAHOBIEHHOM nopsake MuHucTepcTBOM
34paBooxpaHeHnss PecnyGnvku  TamKuMKMCTaH, O1S UCMOMb30BaHUA B NPOMUIIAKTUKE U feYeHun
3aboneBaHun.

FomeonaTnyeckue cpeacTBa - IekapcTBa, MPUMEHSEMbIE MO TFOMeOoNnaTMYeckMM MpaBunaMm U
BKIMIOYEHHbIE B cneumanbHbin pasgen locyaapcteeHHoro Peectpa.

KayecTBO rnekapCcTBeHHbIX CPeACTB - COOTBETCTBME J€KapCTBEHHbIX CPeAcTB [ocygapcTBEeHHOMY
cTaHOapTy KayecTBa NEKapCTBEHHbIX CPEACTB.

Be3onacHocTb NekapCTBEHHbIX CPEeACTB - XapakTepUCT/Ka NEKAPCTBEHHbIX CPEACTB, OCHOBaHHAsA Ha
CpaBHUTENbHOM aHanu3e nx apEKTUBHOCTM U CTENeHU pucka.

A heKTUBHOCTL NeKapCTBEHHbIX CPEeACTB - XapaKTEePUCTMKA CTEMEHU MONIOXUTENbHOro BIUSHUS
neKapCTBEHHbIX CPEACTB Ha TeyeHne 6onesHu.

CepTudmkaT KayecTBa IFleKapCTBEHHOro cpeAacTBa - JOKYMEHT, MNOATBEpPXAalolWiA COOTBETCTBUE
KayecTBa NekapCTBEHHOro cpeacTBa [ocyaapcTBEHHOMY CTaHAapTy KayecTBa NekapCTBEHHbIX CPeacTB.

dapmakoneiHas cTaTbs - CTaHAAPT, YCTaHaBNMBaLWMi TpeboBaHUs K NeKapCTBEHHOMY CPefCTBY, €ro
ynaKkoBKe, YCIOBUSIM 1 CPOKaM XpaHeHWsl, METOaM1 aHanm3a kayecTBa JiekapCTBEHHOro cpeacTBa.

FocypnapctBeHHass ¢papmakones - CBOL HOPMAaTMBHbBIX aKTOB, pPerfamMeHTUPYILWNNn  KayecTBO
neKkapcTBEHHbIX CPeACTB U MeTobl UX onpeaerieHus.



FocypapcTBeHHbIN PeecTp nekapcTBEeHHbIX CPeACTB - HOPMATUBHLIA [AOKYMEHT, CoAepKaliui
CBEAEHNS O JIEKAapCTBEHHbIX CPEACTBAX, Pa3peLLEHHbIX K NPON3BOACTBY U NMPUMEHEHMIO B MEAULMHCKOMN
npakTuke.

TexHONoOrn4yeckum pernameHT - HOpMaTMBHbIVI OOKYMEHT, B KOTOpPOM onpegeneHbl TexHU4eckmne
cpencrtea, TexHoriorm4yeckne MeTodbl, HOPMbl 1 HOPMATUBbI M3rOTOBJIEHUA JNNIEKAPCTBEHHbIX CPEeACTB.

Mpou3sBoACTBO NeKapCTBEHHbIX CPeACTB - TEXHOJOMMYECKUA MPOLIECC MOMyYEeHUs reKapCTBEHHbIX
cpencTs, ux doacoBka, yrnakoBka U MapKUpPOBKa.

KoHTponb KayecTBa NeKapCTBEHHbIX CPeACTB - COBOKYMHOCTb MEPOMPUATUIA, NOCPEACTBOM KOTOPbIX
npoBepsieTcs U ob6ecneynBaeTcss COOTBETCTBME JEKAPCTBEHHbIX CpeacTB TpeGoBaHUsSIM HOpMaTUMBHO-
TEXHUYECKOWN NOKyMEHTaLN.

dapmaueBTUYeCcKasas [OeATeNbHOCTb - 00O06OLWEHHOE Hay4yHO-MpaKTUYeckoe MOHATUE, BKIYaklee
co3gaHue, paspaboTKy, NPOVU3BOACTBO, U3rOTOBNEHUE, XPAHEHWNE, YNAKOBKY, MEPEBO3KY, rOCYAapCTBEHHYO
perucTpaumio, CTaHgapTU3aumMio M KOHTPOSb KayecTBa, MapKUpPOBKY, TOPToOBIO, peknamy, NpMMeEHeHue
NeKapCTBEHHbIX CPEACTB M NHble AeNCTBUS B chepe obpalleHUsi NEKAapCTBEHHbIX CPEACTB.

dapmaLeBTMYECKNE OpraHM3aumun - OpraHn3aunn, npeanpuaTtms U YYpexaeHusl, 3aHuMMaroLmecst
BBO30M, BbIBO30M, XpaHEHNEM, NepepaboTKom, MPON3BOLACTBOM, KOHTPONIEM KayecTBa, 3pdEKTUBHOCTLIO,
6€e30MacHOCTbIO, TOProBMeW IEeKapCTBEHHLIMW CPEeACTBAMM M MEOUUMHCKMMM TOBapaMu, a Takke
3aroToBKOW, NepepaboTKOW NEeKapCTBEHHOIO Chipbsi U KyNbTUBUPOBAHMEM NEKAPCTBEHHbIX PaCTEHUN,
cbopom, aHanmM3oM W npegocTaBreHneM MHGopMaumm o dapMaueBTUYECKON OesATENbHOCTH,
NeKapCTBEHHbIX CPeacTBax M MeanUMHCKMX ToBapax. K HUM oTHocaTcA hbapMaleBTUYeCKNe NpeanpuaTns
(3aBoabl, habpukn) U anTeyHble yYpexaeHus, creunanuanpoBaHHblie nabopaTtopuun, NpeanpusaTua no
pa3paboTKe neKapCTBEHHbIX CPEACTB, MPEeAnpUATUS OMTOBOW TOProBfW, XO3ANCTBA, 3aHMMatoLLMecs
3aroToBKOM 1 NepepaboTKON NEKAaPCTBEHHOMO ChIPbS.

AnTeKka - yuypexpaeHue, raoe OCYLECTBMSIETCA XpaHeHue, W3roTOBMIeHUe, npuobpeTeHne, KOHTPOIb
KayecTBa, TOProBrs NekapCTBEHHbLIMI CPEACTBaMM Mo peuenTy 1 6e3 peuenTta, MeauUMHCKUMK ToBapamu,
a Takke NpeaoCcTaBnseTcs COOTBETCTBYIOLAA MHopMaLKS.

PeuenT - nucbmeHHoe obpalleHe Bpada K (papmaueBTy O MPWUroTOBAIEHWM U OTMYCKe fekapcTBa C
yKasaHueMm crnocoba ero npumeHeHus.

JkcTeMnoparsbHble NeKapCTBeHHbIe CPeAcTBa - NIeKapCTBEHHbIE CPEACTBaA, U3rOTOBMSIEMbIE B anTekax
no mepe HagobHocTu (ex tempore) No MarncTpanbHbIM U 0ULManbHBIM NPOMUCAM.

®dapMaKoNoOrMyeckum KOMMTET - IKCMepTHbIi opraH MwuHucTepcTBa 3apaBooxpaHeHusi Pecny6nunku
TamkukMCcTaH Mo BOMPOCaM, CBSA3AHHbIM C pa3pelleHneM KIMHUYECKUX WCTbITaHWA U MPUMEHEHUEM B
MEAULMHCKON MpaKkTUKE OTEYECTBEHHbIX W 3apyOEXHbIX JEKAapCTBEHHbIX, MMMYHOGUONMOrMYECKMX,
AVMArHOCTMYECKMX 1 NPOUNAKTUYECKMX CPEeACTB.

dapmMakonerHbI KOMMUTET - 3KCMepTHbIi opraH MuHUCTEepCcTBa 3ApaBoOXpaHeHuss Pecnybnukm
TagXVKNCTAH MO PacCMOTPEHMIO U COIMACOBaHWK  HOPMATMBHO-TEXHMYECKOW  [OKyMeHTauuu,
onpeaensioLlen TpeboBaHMs K Ka4eCTBY NEKapCTBEHHbLIX CPEACTB U NIEKAPCTBEHHOTO ChIpbd, METOAaM UX
KOHTpOnS;

dPapmaueBTMHECKNE cy6cTaHumm - neKapcTBEeHHbIe cpeacrTBa B BUAe aKTUBHbIX
OMOTEeXHONOrM4YecKknx, BMONOrMYecknx, MUHepanbHbIX WU XMMUYECKUX BellecTB, obGnagaromx
c¢hapmakonorm4yeckuMm CBOMCTBOM, WUCMoONb3yeMble Ansi  MPOU3BOACTBA, MW3rotoBneHus
JNleKapCTBEHHbIX CPeACTB U onpegenstowme ux nevedHyro 3 peKTUBHOCTb;

O6pawieHne neKapCcTBEHHbIX CPeACTB - pa3paboTka, [AOKNUHUYECKUE W KIIMHUYecKue
UccrefoBaHUA, 3KCNepTu3a, rocyAapCTBeHHasi perucTpaums, cCTaHgapTusaumMsi U KOHTPO&b
KayecTBa, 3Pp(hpeKTMBHOCTb, 6€30MacHOCTb, MPOM3BOACTBO, U3rOTOBIIEHUE, XpaHeHue, NnepeBo3Ka,
BBO3 Ha Tepputopmio Pecny6nukn  TagKMKMCTaH UM BbIBO3 U3 Heé,  OTNyCK,
peanusauus, npuMeHeHue, peknaMma U YHUUTOXeHUe NeKapCTBEHHbIX CPeACTB;

ToproBoe Ha3BaHMe JEKApPCTBEHHOrO CpeAcTBa - Ha3BaHWe NIEKaPCTBEHHOro CpeacTBa,
onpefeneHHoe ero pa3paboTunkom (npousBoauTenem);

PerncrtpaunoHHoe yaocTtoBepeHue fieKapCTBEHHbIX CPeACTB U MeAULIMHCKUX TOBApOB - AOKYMEHT,
ycTaHaBNUBaKOLWMA KOPUANYECKUIN CTaTyC KOHKPETHOro ornpeaerieHHoro ToBapa Kak neyebHom mnu
chapMaLieBTMUYECKOM NPOAYKLMN U pa3peLlaloLmin ee npumMeHeHue B cpepe 3gpaBooxpaHeHus. (3PT
ot 03.07.2012r., N2861)



I'JTABA 2. T'ocynapCTBEHHOE peryjiupoBaHHe B cdepe JIeKapCTBEHHBIX CPEACTB U
(bapManeBTUYECKON eATeTbHOCTH

Cratbs 4. ['ocynapcTBEHHOE pPEryJIMpOBaHUE OTHOLIEHUH B cdepe JeKapCTBEHHBIX CPEACTB U
(bapmareBTUHYECKON NesATENbHOCTH

[ocynapCTBEHHOE perynMpoBaHMe OTHOLLEHWIA, BO3HMKaKOLWMX B Cepe neKapCTBEHHbIX CPeacTB U
drapmMaLeBTUYECKON AeATENbHOCTU, OCYLLECTBNAETCA NYTEM:

- FOCY4apCTBEHHOW perucTpaLmm NekapCcTBEHHbIX CPEACTB;
- NIMLUEH3NPOBaHUS ddapMaLeBTUYECKON AEATENTbHOCTY;
- aTTecTauumn n ceptudukaumm cneunannuctoB B cdepe hapmaueBTUYEeCKOon OeATENbHOCTY;

- FOCygapCTBEHHOIoO KOHTPOIIA NPOnN3BOACTBA, N3rOTOBJIEHNA, Ka4eCTBa, SC*JQ)GKTVIBHOCTM n 6esonacHocTn
NNIeKapCTBEHHbIX CpeacCTB.

Cratps 5. [lomHOMOYMS OpraHoB rocyaapcTBeHHou Biactu Pecniyonuku Tamkxukucran B cepe
JICKapCTBEHHBIX CPEACTB U (hapMalleBTUUECKOHN IeATEIbHOCTH

MonHomouns MpaButenbcTea Pecnybnvku TagXUKUCTaH:

- onpepeneHne eavHOW rocyaapCTBEHHOW MONUTWKM B obnactn obecnevyeHns HaceneHus Pecnybnvku
TapKuKncTaH nekapcTBEHHbIMU cpeacTBaMy;

- YCTaHOBSIEHVE MOpsiAka W YCMOBWUW OCYLLECTBIEHUS TOCYAAPCTBEHHOrO KOHTPOMNS 3a KayeCTBOM U
6e30MacHOCTbIO0 NeKapCTBEHHbIX CPEACTB M MEAMLMHCKMX TOBapOB;

- paspaboTka W yTBepkAeHMe ©0as3oBbIX MPOrpaMM rapaHTMPOBaHHOrO obecneyeHns HaceneHus
NeKapCTBEHHbIMY CPEACTBAMU rOCYAapPCTBEHHBIX M HETOCYAapPCTBEHHbIX YYPEXAEHWUI 30PaBOOXPAHEHUS;

- yCcTaHOBNEeHWe nopsiaka ynpaBlieHnst CTPYKTYpPOW OpraHoB rocyAapCTBEHHON cucTeMbl hapMmaunm n eé
NHOYCTPUK, NOpSAKa opraHM3aunm UxX AesTensHOCTY;

- obGecneyeHne eqMHON TEXHNYECKOW NOMUTUKN B 06nacTy hapmaLeBTUIYeCKOr NPOMbILLIIEHHOCTY;
- yTBepxaaeT NMepeyeHb CUNbHOOENCTBYIOLLIMX BELLEeCTB U [epeyeHb SA0BUTLIX BELLECTB.

- YyCTaAHOBMEHME KaTeropuv nuu, NoAnexallmx fbroTHoMy o6ecrneyeHunto nekapCcTBEHHbIMY CPeACTBaMM, a
TaKXe YCMoBUi 1 nopsaaka nx obecnevyeHns;

- onpefeneHve eauHoON rocyaapCTBEHHOW CUCTEMbl €AMHbIX KPUTEPUEB NOATOTOBKM (hbapMaLeBTUYECKNX
KagpoB.;

- onpepgeneHne nopdanka CepTI/I(*)I/IKaLWII/I JNIeKapCTBEHHbIX CpeacTB U MeANLIMHCKNX TOBApOB,

- YyTBEpPXAEHME MONOXEHNs O AeATeNbHOCTU YMNofHOMOYeHHOro opraHa [lpasutenbctBa Pecnybnuku
TamKUKncTaH;

- OCYLLECTBIEHNE B COOTBETCTBUW C 3aKOHOAATENIbCTBOM MEXAYHAaPOAHOro COTPYAHUYECTBA U 3aKIToYeHNe
MeXAyHapOoaHbIX JOroBOPOB B 06nactv chapMaummn u eé nHaycTpum;

- OCYLLECTBIIEHNE MVHbIX MOSTHOMOYMIA, MPEAYCMOTPEHHbLIX HACTOALIMM 3aKOHOM W APYrMMW 3aKoHamu
Pecnybnukn TampknkmuctaH.

Cratbs 6. [TomHomounss MunuctepcTBa 3apaBooxpanenus Pecyonuku Tamkukucran B cdepe
JIEKapCTBEHHBIX CPEACTB U (hapMalleBTUUECKOHN AeATEIbHOCTH

MwuHucTepcTBO 3apaBooxpaHeHuns Pecny6nukn TamKUKUCTaH:

- OCYLLECTBNSIET peanu3aunto rocyaapCTBEHHOWN NeKapCTBEHHOWM NOMUTUKA B CTPaHE;



- paspabaTbiBaeT NONUTUKY U CTpaTErnio NIEKAPCTBEHHOro 0GecneYeHmnss HaceneHuss;

- KOOpAWHMpYeT OeATeNbHOCTb OPraHoOB UCMOSTHUTENTbHOW BMNacTu, a Takke rocyaapCTBEHHOW M YacTHOM
cuctembl B cdepe hapmaLeBTUHECKON OEATENBHOCTH;

- onpegenseT NnoTpebHOCTb HAaceneHus B NeEKapCTBEHHbLIX CpeacTBax;

- yTBepkaaeT CnMCOKOCHOBHbIX NTEKapCTBEHHbIX CPeaCTB;

- OCYLLECTBMSIET HAyYHble NCCreaoBaHus, pa3paboTKy HOBbIX NIEKAPCTBEHHbIX CPEACTB;

- OCyLLEeCTBASET hapMaKoorM4eckyto 1 hapmakonernHyo OyHKUNK;

- yTBEpXKOaeT u usgaet FocygapcTBeHHyo hapmakoneto Pecnybnukmn TamKnKUcTaH;

- yTBepxxaaeT [ocyaapCTBeHHbIN PeecTp nekapcTBeHHbIX cpeacTB Pecny6nukm TagKUKUCTaH;

- yCTaHaBNMBaEeT MepeyeHb, paspelleHHbIX K OTMycky (MPUMEHEHMUIO) NeKapCTBEHHbIX CPEACTB U
MEAULIMHCKMX TOBAPOB anTeyYHbIMU U feveBbHO-NPOoUNakTUIECKUMM YUPEXOEHUSMU;

- onpegensieT NopsiAok OcyLecTBeHns ocy4apCcTBEHHOMO KOHTPONS 3a cobroaeHneM CaHUTapPHbIX HOPM
¥ NpaBun B papMaLEBTUHECKUX YUPEXKOEHMSIX;

- onpepensieT Nopsaok OcyLecTBeHns MocyiapCTBEHHOIO KOHTPOMSA 3a kKa4ecTBOM 3P (PEeKTUBHOCTLIO U
6e30NacHOCTbI0 NEKaPCTBEHHbIX CPeACTB U MeQULMHCKMX TOBAPOB, peanunsyeMbix dpapMaueBTU4YecKUMm
yYpexXaeHnamu;

- OCYLLeCTBNSAEeT 9KCNnepTudy KadecTBa, 3dhPeKkTMBHOCTN, Ge30MacHOCTM JIEKapCTBEHHbIX CPEACTB,
nponsBoanmMbix B Pecnybnuke TagXnkMctaH n BBO3MMbIX Ha Tepputoputo Pecnyonukn TamkKnkucTan;

- OCYLLECTBNSIET rocy4apCTBEHHYIO PErMCTPaLIMIO NeKapCTBEHHbIX CPEACTB;
- YTBEPXXAAET NepeyeHb NekapCTBEHHbIX CPEACTB, OTNyckaeMblx 6e3 peLienTta Bpaya;

- ocyulecTBnseT cbop 1 0606LleHne AaHHbIX O MPUMEHEHUU, NOBGOYHbIX AEUCTBUAX U 06 0COGEHHOCTSAX
B3aMMOENCTBUS NEKapCTBEHHbIX CPEACTB;

- OCyLLeCTBMsieT aTTecTauuo U cepTudUKaLmio CreumnanucToB, 3aHsATbiX B ciepe apmaLeBTUYeCcKom
OEeATenbHOCTY;

- COBMECTHO C MECTHbIMM WCMOSHUTENbHLIMA OpraHamMu rocy[apCTBEHHOW BIacTM OCYLLECTBMAET
KOOpAVHAUMIO OEATENbHOCTM TOCYAapPCTBEHHBIX, BKMOYas BEAOMCTBEHHbLIX W YACTHbIX anTeYHblX W
neYe6HO-NPOUNAKTUYECKUX YUPEXOAEHWNIA MO OKA3aHUIO NIEKapCTBEHHON NOMOLLM HaCENEHUIO;

- mponaraHgupyeT pauuMoHanbHoe M 3MEKTUBHOE HasHayYeHWe W UCMOMb30BaHME JeKapCTBEHHbIX
CpeacTs;

- ocyuwlecTBrndeT MexXagyHapogHoe cCoTpyaHn4eCcTBo B obnactu J'IeKapCTBeHHOIZ NOJNTINMTUKN N NTEKAPCTBEHHOIO
obecneyeHus B nopsaagke, yCraHoBJIEHHOM 3aKOHOO4AaTEIbCTBOM PeCI'IyGJ'II/IKI/I TamKuKncTaH.

Cratbs 7. [loTHOMOYUSI MECTHBIX UCTIOJTHUTEIBHBIX OPTaHOB TOCYIAPCTBEHHOM BIAaCTH B cdepe
JICKapCTBEHHBIX CPEACTB U (hapMalleBTUUECKON IEATEITHbHOCTH

MecCTHble WCNONHUTESbHbIE OpraHbl roCyAapCTBEHHOM BracT B cepe NeKapCTBEHHbIX CPeacTB W
hapmMaueBTUYECKON OEATENBHOCTM OCYLLECTBSOT MNONIHOMOYMS B COOTBETCTBMM C 3akoHOM Pecnybnuku
TapxukmctaH «O6 oxpaHe 300pOBbS HACENEHNS» U HACTOSALLUM 3aKOHOM.

Crarpst 8. T'ocymapcTBEHHBI KOHTPOJb JIEKAPCTBEHHBIX CPEACTB M (hapMareBTUUECKOM
nestenbHOCTH B PecmyOnuke Tamxukuctan

locynapCTBEHHbIN  KOHTPOSb JIeKapCTBEHHbIX CpPeaAcTB UM (papMaueBTUYECKOM AesTeNnbHOCTU B
Pecnybnuke  TamkumkuctaH  ocyuwlectBrnsietcs  MuHMCTEPCTBOM  34paBoOXpaHeHusa  PecnyGnuvku
TampKnkncTaH vepes opraH, yrnonHomoudeHHbi [MpaButenbctBom Pecnybnukm TapxkukuctaH. (3PT ot
03.07.2012r., Ne861)



FocyaapcTBeHHbIN KOHTpONb (hapmaueBTUYECKOW AeATEeNbHOCTU U NIeKapCTBEeHHbIX CPeacTB B
Pecnybnuke TamKuMKACTaH OCYLIECTBNSAETCA Haa NPOM3BOACTBOM JleKapCTBEeHHbIX MpenapaToB
BHYTPU CTPaHbl U UX BBO30OM Ha TeppuTopuio Pecnybnuku TagXuKucTaH.

FocynapcTBeHHbIVM KOHTPONb 06palleHUs rnekapCcTBeHHbIX CPeACTB BKIHOYaeT B ce65 KOHTPOIb Had
KNMUHUYECKUMU UCCNe0BaHUSMU NIeKapCTBEHHbIX CPeAcCTB, KayecTBOM, 3¢r¢eKTMBHOCTLIO,
NpPou3BOACTBOM, U3rOTOBIIEHUEM, XPaHEHUEM, NNepeBO3KOW, BBO30OM Ha TeppuTopuio Pecnybnuku
TagXukucTaH M BbIBO3OM 3a ee npepernbl, OTNYCKOM, peanusauuen, NpUMMeHeHMeM, peKknamMon u
YHUUYTOXEHMNEM JTIeKapCTBEHHbLIX CPeacTB.

FocynapcTBeHHbIN KOHTpPONb  oOOpalleHUsi  NleKapCTBEHHbIX  CpeACcTB OCyLleCcTBNAETCA
nocpencTBoOM:

-NPOBEepPOK cobnaeHMA npaBun nabopaTopHOM U KIIMHUYECKOM MPAKTUKM MNpu npoBeAeHUun
OOKITMHUYECKUX U KITMHUYECKUX UccriefoBaHUM fieKapCTBEHHbIX CpencTB, NpuMeHsieMbIX B cchepax
30paBOOXPaHEeHUs1 U BeTepuHapuu, MNpaBuAN  OpraHM3auMu  NPOU3BOACTBA, KOHTpoOns
KayecTBa NeKapCTBEHHbIX cpencTs, onToBOW TOproBnu neKapcTBeHHbIMU
cpeAcTBaMu, U3roTOBIIEHUs 7 oTnycka rneKapcTBeHHbIX cpeacTs, XpaHeHusA 7
YHUUYTOXEHUSA NIeKapCTBEeHHbIX CPencTB;

npoBegeHUsi NPOBEPOK COGNIOAEHUS YCITOBUM U TPe6OBaHUM BblAavv JIMLLEH3UN;

NPOBEepPKU KayeCTBa JieKapCTBEeHHbIX CpeaAcCTB,;

N3y4YyeHUsi U MOHUTOPUHIra 3cpheKTMBHOCTU U 6e30MacHOCTU NIeKapCTBEHHbIX CPeACTB;

nosiy4eHuss UHcgopmMauum OT rOCYAAPCTBEHHbIX OpPraHOB U  CyObLeKToB obpalieHus
JNleKapCTBEHHbIX CpeaAcTB 06 yCTaHOBIEHMU U UCNOJIb30BaHUM LieH 1 HaueHok. (3PT ot 03.07.2012r.,
Ne861)

OpraH, ynonHoMo4YeHHbI  [lpaBuTensctBom  Pecnybnukn  TagkukuctaH 3a  OCyLLeCTBMEHME
rocy4apCTBEHHOIO KOHTPONSA dhapMaLeBTUYECKOM AeATeNbHOCTN B Pecny6nvke TamknkucTtaH, B npegenax
nonHoMmouns MuHucTepcTBa 3gpaBooxpaHeHusa Pecnybnukn TamKUKMCTaH, YCTaHOBNEHHOMO HACTOALLMM
3aKoHOM, aBTOHOMHO OCYLLECTBIISIET peanv3aunio rocyaapCTBEHHOM MONMUTUKM B obnactu obecneyeHus
HaceneHusi NekapCTBEHHbIMU CPEACTBAMN U MEOULIMHCKMUW TOBapamu.

lMonoxeHne n CTpyKTypa opraHa no KOHTPONIO 3a hapMaueBTMYECKON AeATenbHOCTbo B Pecnybnuke
TapkukucTaH ytBepxaaetca NpaButenbcTtBoM Pecny6nvkn TamKUKUCTaH.

Cratbs 9. KoHTpoib (hapmarieBTHYeCcKOi 1eATeTbHOCTH B BETEPUHAPHUH

KoHTporb 3a chapmaueBTUYECKOW OEATENbHOCTbIO B BETEPUHAPUMN OCYLLECTBNSIETCS B COOTBETCTBUM C
HOPMaTMBHO-NPaBOBLIMY akTamu Pecny6nuku TamKUKncTaH.

I'JTABA 3. JlekapctBeHHoe oOecrnieuenne. CTaHnapThl U TpeOOBaHUS K JIEKAPCTBEHHBIM
CpelcTBaM

Crates 10. JIekapcTBeHHOE 00OecrieyeHue

locymapcTBo rapaHTupyeT obecrneveHne HaceneHust NEeKapCTBEHHbIMU U MEeOULMHCKAMUK ToBapamu,
paspeLueHHbIMM MUHUCTEPCTBOM 34paBOOXPAHEHUsT ANt NPUMEHEHWS B MEOMLIMHCKON NPaKTUKe, a Takke
3alWMTy B CryyYasx MNpUYMHEHWUs yulepba 340pOBbK MPU MPUMEHEHUU FEeKapCTBEHHbLIX CPeAcTB Mo
MEeOULIMHCKMM MOKa3aHUSIM.

MpaButenbctBO Pecnybnukn TamKMKUCTaH OTBETCTBEHHO 32 YCTAHOBMEHWE M COOMOAEHME CUCTEMBI
obecneveHnss 3dekTMBHOCTM, Ge30nacHOCTM M KayecTBa JleKapCTBeHHbIX cpeactB. ObecnedeHne
HaceneHuss  NekapCcTBEHHbIMW  cpeacTBaMM U MEeOWUMHCKMMM — TOBapaMy  OCyLLecTBhsieTcs
dapMaLeBTUHECKUMUN IOPUONYECKMMM  NMLAMUM U UHAMBMAYaAlNbHbIMU NpeanpuHUMaTensamu,
UMELMMU MNULEH3NI0 Ha apMaLeBTUYECKY0 AesTernbHOCTb, a Takke nevyebHOo-NnpodunnakTMyecknmm
yupexaeHusimu (3a uckrodeHmem Toprosnu). (3PT ot 03.07.2012r., Ne861)



KaTeI'OpVIVI my, noanexawmx nbrotTHomy obecnevyeHuto NleKapCTBEeHHbIMWU CpeacTBaMU, a TaKxKe YyCrioBUA
M nopAnokK nx obecneyeHns yCTaHaBJIMBarKOTCA npaBI/ITeJ'IbCTBOM PeCﬂy6J'II/IKI/I TamKnKMcTaH.

Cratbs 11. Ilopsiiok ycTaHOBIEHUSI CTaHIAPTOB M TPeOOBaHMI K KaueCTBY JIEKAPCTBEHHBIX
CPEJICTB U MEAMIIMHCKUX TOBapoB B PecniyOnuke TamxkukucTan

CtaHgapTbl  (BpeMeHHble hbapmMakonenHble cTaTtbk, apmakonenHass cTaTbsl, rOCyAapCTBEHHas
dapmakones) n TpeboBaHMsA k kadecTBy M 6€30MaCHOCTM NIEKaPCTBEHHbIX CPEACTB M MEeAULIMHCKMX TOBApOB
ycTaHaBnuBarTca MUHMCTEPCTBOM 34paBOOXpaHeHnst Pecny6nvkmn TagKuUKUCTaH.

Cratbs 12. TpeGoBaHHS K JEKapCTBEHHBIM CPEICTBAM

JlekapcTBeHHble CcpefcTBa [AOMMKHbl  ObiTb  KayYeCTBEHHbIMU, 3QMEKTMBHbIMK, ©e3onacHbiIMKU U
COOTBETCTBOBaTb TPebOOBaHMSAM roCyAapCTBEHHOW hapmakonen n apMakonenHbiM CTaTbsM, a Takke
ApyrMMm cTaHgapTam, npuMeHsieMbiM MUHUCTEPCTBOM 34paBoOXpaHeHns Pecnyonukm TamKnkuctaH.

JlekapcTBeHHble cpeacTBa, a Takke papMaueBTUYECKMe CYyOCTaHUMU NPUMEHSIEMbIE B MEAULIMHCKOM
npaktuke Pecnybnukn TamkmknucTaH, noanexar obsisatensHon cepTudmkaunm B mopsiake, onpenensiemMom
MpasutenbcTBom Pecnybnukn TamkukuctaH. (3PT ot 03.07.2012r., N2861)

B Pecnybnuke TamkukuctaH 3anpellaetcss 000pPOT JEeKapCTBEHHbIX CPEACTB, He OTBevaLmx
YCTaHOBIIEHHbLIM CTaHOapTaM.

Cratpsa 13. Co3nanue JIeKapCTBEHHBIX CPEICTB

VccnepoBaHuda no CO34aHuKo HOBbIX J1IeKapCTBEHHbIX cpeacts ocyLlecTBndeTcA Hay4HO-
nccnenosartesibCkKMMn, Hay4YHO-NMPOM3BOACTBEHHBIMU  y4peXaeHUAaAMN, y‘-le6HbIMVI yqypexgeHnamm u
apyrumMmun opnan4eckmmm n d)VISI/I\-IeCKI/IMVI muamMun.

ABTOPOM FEKAPCTBEHHOIO CpeacTBa SBMsSieTcs Usnyeckoe nmuo, TBOPYECKUM TPYAOM KOTOPOro CO34aHo
nekapcTBEHHOE CPeaCTBO.

MMyLlecTBEHHbIE U HEVMMYLLECTBEHHbIE MpaBa, CBSi3aHHbIE C CO34aHVWEM JEeKapCTBEHHbIX CPEACTB,
perynmpyroTcs 3akoHoaaTenbcTBoM Pecnybnuku TagkukucTaH.

Cratba 14. [Ipon3BOACTBO U U3rOTOBJIEHUE JIEKAPCTBEHHBIX CPEACTB U MEAUIIMHCKUX TOBApPOB

K npousBoACTBY M M3rOTOBMEHMIO [OMYCKAKTCS JleKapCTBEHHbIE CPeacTBa M MeOULMHCKME TOBapbl,
paspeLUeHHble K MPUMEHEHWIO B YCTAHOBITEHHOM nopsiake MUHUCTEPCTBOM 34paBooxpaHeHus Pecnyonvkn
TamKnknctaH.

M3rotoBnenne u npon3BoACTBO JieKapCTBEHHbIX CpeactB U MeaUUMHCKUX TOBapoOB OCYLUEeCTBIIAETCA
CbapMaLl,eBTVI‘-IeCKI/IMI/I yypexgeHmamm, nmerLwmmMn rMIMUeH3no Ha Ct)apMaLl,eBTI/ILIeCKyIO neATerlbHOCTb.

Mpon3BOACTBO NEKAPCTBEHHLIX CPEACTB M MEAULMHCKMX TOBApOB OCYLLECTBMNSETCA B COOTBETCTBUM C
TEXHOMNOMMYECKMM perfnameHTom ¢ cobnogeHnem TpeboBaHmii hapmakoneriHbiX cTaTen, rocyaapCTBEHHOM
dhapmakonen u Opyrux rocyaapCTBEHHbIX CTaHOAPTOB, C Y4ETOM MEXAYHapOOHbIX HOPM, CBSI3aHHbIX C
NPOU3BOACTBOM NEKapCTBEHHbLIX CPEACTB U MEAMLMHCKUX TOBAPOB.

N3roToBrneHne  neKkapcTBEHHbIX  CPEACTB OPUAUYECKMMW  NUuaMM U UMHOUBUAYalNbHbIMU
npegnpuHUMaTeNns MU, UMeoLWUMKU NNLEH3Un Ha ¢hapmaLieBTUYECKYHO
OeATeNnbHOCTb, OCYLLECTBMNSETCS Ha OCHOBaHUM TpeboBaHMI Ne4ebHO-NPOUNAKTUHECKNX YUPEXOEHNN 1
peuenta Bpaya. (3PT ot 03.07.2012r., Ne861)

B Pecnybnuke TagkukuctaH 3anpeLlaeTcs NpoM3BOACTBO M U3roToBreHne anbcnrUmMpOBaHHbIX N HE
oTBEvalLLMX TPebOoBaHNAM CTaHOAPTOB NEKapCTBEHHbIX CPEACTB.

YcnoBus u pernameHTbl NPoOnU3BOACTBA JIEKapCTBEHHOIO CbipbA, JIeKapCTBEHHbIX CpeacTB U MeAULIMHCKUX
TOBapOB yCTaHaBIMBAKOTCA MI/IHI/ICTepCTBOM 30PaBOOXPaHEHNA PeCﬂyGJ'II/IKI/I TamKnKucTaH.



HomeHKnaTypa npon3BoAMMbIX NEeKapCTBEHHbLIX CpeacTB U MeEOANLIMHCKMX TOBApPOB onpeaendaeTca caMmmmMmm
npon3soanTesiaMNn.

Cratbs 15. YnakoBka 1 MapKUpOBKa JIEKAPCTBEHHBIX CPEJCTB

YnakoBka W MapKMpOBKa JlIEKapCTBEHHbIX CPeACTB M MEeAUUMHCKMX TOBapOB OCYLLECTBNAETCA B
COOTBETCTBUM CO CTaHAapTamu, yTBepXxaaemMbiMu MUHUCTEPCTBOM 3OpaBOOXpaHeHus Pecnybnukm
TamKnknctaH.

I'JTABA 4. Toprosiisi, BBO3 U BbIBO3 JIEKAPCTBEHHBIX CPEACTB

Cratbs 16. Toprosis 1eKapcTBEHHbIMU CPEICTBAMU

ToproBns (B TOM u4ucrne OMTOBasl) NEKapCTBEHHbIMW CpeacTBamMv U MeOULMHCKMMK TOBapamu Ha
TeppuTopun Pecnybnukm TagxuknctTaH ocyllecTBnsieTcs dhapmMaLeBTMYECKNMU
yupexaeHnsiMu, ipuanyeckMmMm nuuaMmm U UHAMBUAYarbHbLIMU NpeanpuHUMaTesisiMm Ha OCHOBaHUU
COOTBETCTBYIOLLEN MULEH3NN.

Peanusaumsi HaceneHutio nekapCTBEHHbIX CPEACTB M MEeAULUMHCKUX TOBapOB MNPOU3BOAUTENSMU U
ONTOBbLIMX MOCTaBLUMKaMMN  OCYLLECTBISIETCS TONbKO Yepe3 anTeyHble Y4YpexaeHus, oTBevatoime
TpeboBaHusIM  onpegensieMbiM  MUHMCTEPCTBOM  3A4paBoOxXpaHeHuns  Pecnybnuku  TamkukuctaH
OTHOCUTESBbHO YCIOBUI XPaHEHWS Y TOPrOBM NEKaPCTBEHHLIMWU CPEACTBAMU U MEAULIMHCKMMU TOBapaMu.

3anpelyaeTcs peanvsauusi NeKapCTBEHHbIX CPEACTB, NPULLIEALNX B HErOAHOCTb, hanbCUdULMPOBaHHBLIX
NEeKapCTBEHHbIX CPEACTB M NEKaPCTBEHHbIX CPEACTB C UCTEKLLIMM CPOKOM FOAHOCTW.

OnToBble MNOCTaBLUMKM 06sA3aHbl 3aKynaTb JeKapCTBEHHble CpeacTBa WM MeAMUMHCKME ToBapbl Yy
npousBoaUTENEN U  MOCTaBLUMKOB, MMEILIMX COOTBETCTBYIOLLYID JMUEH3NIO, peanv3oBbiBaTb
NeKapCTBEHHbIE CPEACTBA U MEANUMHCKME TOBapbl anTeYHbIM YYPEXAEHUSIM UMEIOLLMM NIULIEH3UI0, a TakkKe
ne4yebHO-NPOPUNAKTUYECKUM  YyYpeXOeHUsM, OOLLECTBEHHbIM WM FOCYAapCTBEHHbIM — OpraHam
30paBOOXPaAHEHNs,  IKCMEPUMEHTamnbHbIM  NabopaTopusiM,  OCYLLECTBISOLIM nccregoBaHus
neKapCTBEHHbIX CpeacTB.

Cmamos 17. (Hcxkmouensv ¢ coomeemcseuu 3 PT om 12.05.072 Ne270)

Cratpsa 18. JlekapcTBeHHas ryMaHUTapHask MOMOIILb

NekapcTBeHHblE cpeacTBa, NpedHasHayeHHble AN TyMaHWTapHbIX LEenei, BBO3SATCS Ha TEPPUTOPUIO
CTpaHbl B nopsiake, yctaHoBrneHHoM [NpaBuTenbctBoM Pecnybnukm TamKkuKUCTaH.

”eKapCTBeHHbIe cpencrtea, nocrtaBlideMble Ha FyMaHI/ITapHOVI OCHOBeE, MO Ka4ecTtBy WU ©e3onacHocTH
OOJIXHblI COOTBETCTBOBATL MEXAYHAPOAHbIM CTaHA4apTaM U CTaHOapTam Pecny6n|/||<|/| TamKUKNCTaH.

dusmyeckue n rpugMyeckne nmua 3a He3akoHHOE UCMNOSIb30BaHNE M TOProBIt0 FIEKAPCTBEHHbIX CPEACTB,
npegHasHa4yeHHbIX And [yMaHWTapHbIX Lefen, HecyT OTBEeTCTBEHHOCTb B COOTBETCTBUM C
3akoHogaTenbCcTBoM Pecnybnukm TagXnknctaH.

Cratpsa 19. Penenit

dopmaT peuenta, npasBuna ero BbINUCbIBaHWS, TpeboBaHWs, npeabsBnseMble K ero CoAep)KaHulio,
yTBepxaatTca MUHUCTEPCTBOM 3apaBooxpaHeHns Pecnybnukn TamKkuKncTaH.

Cratbs 20. ['ocynapcTBeHHast perucTpalys JIEKapCTBEHHBIX CPE/ICTB



Mpon3BoACTBO, peanu3aums U MNPUMEHEHVWE NEKAPCTBEHHbIX CPEACTB M MEAMUMHCKUX TOBapoB Ha
Tepputopun Pecny6nukn TampkukucTaH OCyLecTBNsSieTCsl Mocre WX rocy4apCTBEHHOW perucTpaumm B
nopsiake, onpeaeneHHoMm MuHUcTepcTBOM 3apaBooxpaHeHust Pecnyonvku TagkukuctaH.

["ocymapCTBEHHOW pernctpauum nognexar:
- HOBblE NeKapCTBEHHbIE CPEACTBA;
- HOBble KOMOMWHaLMK 3aperncTpUpoBaHHbIX paHee NeKapCTBEHHbIX CPeACTB;

- NeKapCTBEHHbIE CpeacTBa 3apermcTpMpoBaHHbIE paHee, HO MPOU3BEAEHHbIE B APYrUX NEKAPCTBEHHbIX
dopmax, C HOBOW A031POBKOWN, MPOM3BEAEHHON C APYrMM COCTAaBOM BCMOMOraTesbHbIX CPeACTB;

- BOClrnpou3BeneHHble NnekapcTtBeHHble cpenctea (reHequeCKme).

He nognexat rocyaapcTBeHHOM perucTpauun rieKkapcTBEHHbIE cpencTBa, KoTOpble
N3roTaBnMBaloTCA anTekaMmu, B TOM Yucne MHOMBUAYanbHbIMWA NpeanpuHUMATEsNIsIMU MO peuenTam
Bpadyer 1 no 3asiBkam fievebHo-npodunaktnyecknx yupexaeHun. (3PT ot 03.07.2012r., Ne861)

FocypapcTBeHHasi permctpauus 3anpeLlaeTcs, ecnu:

-0Ba N 6onee neKapcTBeHHbIX CpPeACcTBa, MMelolWMe pasHble CcocTaBbl, NpousBedeHbl nopa
OAVHAKOBbLIM TOProBbIM Ha3BaHUEM;

-O4HO U TO Xe JleKapCTBEeHHOe CPeAcTBO NMpPou3BeAeHO OOHWM U TeM XXe npousBoauTernemMm nog
pa3sHbIMM KOMMep4YeCKUMM Ha3BaHUSIMU U NpeAcTaBIieHO ANl FOCyAapCTBEHHO U perncTpaumm Kak
ABa u 6onee nekapcTBeHHbIX cpeacTBa.

3aperncTpMpoBaHHOMY JeKapCTBEHHOMY CPeACTBY BblOaéTcs perMcTpauuoHHOe yAoCTOoBepeHue
JNleKapCTBEHHOro cpeAcTBa U  MeAULMHCKUX TOBAapOB CPOKOM Ha NATb JieT C yKa3aHueMm
NleKapCcTBeHHbIX (hOpM U [O3UPOBOK.

MoaTBepxaeHue nocneaywowen peructpauumm  yaoCTOBEPEHMUS OCyLluecTBRsAeTCs nepen
OKOHYaHMEM CpoKa ero [OeWCTBUMA CO CTOPOHbI YNONIHOMOYeHHoro opraHa [lpaBuTenbcTBa
Pecny6nuku TagXuKucTaH Mo rocyaapCTBEHHOMY KOHTpPOJ ¢hapMaueBTUYECKOW AeATerIbHOCTU
Ha OCHOBaHUM 3asiBNeHUsA NnpaBoobnagaTtens permcTpaLMoHHOro ygoCcToBepeHus.

MHdopmaumsa o0 nekapcTBEHHbIX CcpeAcTBaX WM MeAUMUMHCKUX  ToBapax, npoluealumnx
rocyfapCTBEHHYIO perucTpaumio, Mo TpeGoBaHMIO HPUANYECKUX UNU  (PU3MYECKUX nul,
OCYLLUEeCTBNAKWMUX  roCcyfapCTBEHHYI  pPerucTpauuio AaHHbIX  CpeacTB, MOXeT  ObITb
3aceKkpevyeHHOWN, ecnu:

-JieKapCTBeHHOe CpeancTBO UM ero coctaB He M3BeCTeH And nuy, 3aHMMarLWmnxcs aHanorn4Hom
OeATeNbHOCTbI, U U3rOTOBUTESNHO HE06X0AUMO AepXaTb ero B cekKpeTe,;

- CEeKpeTHOCTb obGycrnaBnuBaeTcs ero Kommep4ieckum 3HavyeHmem. (3PT ot 03.07.2012r., Ne861)

[MepeyeHb 3aperncTpMpoBaHHbLIX NEKAPCTBEHHbLIX CPeacTB BHOCUTCS MUHUCTEPCTBOM 34paBOOXpaHEHUs!
Pecnybnukn TagxukmctaHn B [ocyaapcTBEHHbIN PeecTp NeKapCTBEHHbLIX CPeacTB.

YnonHoMmoueHHbIn opraH [NpaeBuTtensctBa Pecnybnvkn TamKUKUCTAH MOXET MPUMEHUTb YCKOPEHHYH
npoLeaypy rocyaapCTBEHHOW perucTpaumm nekapCTBeHHbIX cpeacTB. [lonoxeHne 06 YyCKOpeHHOW
perncrpauun rnekapCcTBeHHbIX CPeAcTB paspabaTbiBaeTcs YNoNHOMOYEHHbIM OpraHoM W yTBepxpaeTcs
MwuHncTepcTBOM 34paBooxXpaHeHns Pecnybnukn TamKuUKNCTaH.

Cratbs 21. BB03 1 BEIBO3 JICKAPCTBCHHBIX CPCACTB U MCAUILIMHCKUX TOBApPOB

BBeo3 JIeKapCTBEHHbIX Ccpencts M MeaAuUNHCKUX TOBaApOB Ha TEPPUTOPUIO PeCI'IyGJ'IVIKVI TamxukucTtaH, a
TaKXe BbIBO3 J1IEKapPCTBEHHbLIX CpeacTB U MeOULIMHCKUX TOBApPOB U3 TEPPUTOPUN PeCI'IyGJ'IVIKVI TamxukuctaH
ocyulecTBrideTcA ropngn4ecknmmin nnuamm B COOTBETCTBUM C nopAaKomMm, onpegendaemMbim
3aKoHO4aTesJIbCTBOM PeCI'Iy6J'IVIKVI TamKkukucTaH, a Takke nonyyeHnem paspelieHnd Ha BHEeLHK
TOProByro AeATENIbHOCTb.

TamoxeHHble opraHbl Pecnybnukn TagXukmctaH WMHAOPMUPYHOT YMOSHOMOYEHHbIN FOCYy4apCTBEHHbIN
opraH B obractu capmaueBTMKM O BBO3€ IE€KapCTBEHHbIX CPEeACTB M MEeAMLMHCKMX TOBapOB Ha
TeppuTtopuio Pecnybnukn TagxukncTaH, a Takke BblBO3€ IEKapCTBEHHbIX CPeacTB M MeOULMHCKUX
TOBapOB 13 Tepputopun Pecnybnukm TamknkncTtaH.



lMopspok BBO3a M BbiBO3a JIEKApPCTBEHHbLIX CPeAcTB M MeOQUUMHCKMX TOBapOB onpedensercs
MpaButensctBoM Pecnybnukn TamkukncTaH.

3anpeluaeTtca BeBo3 B Pecnybnuky TamkukucTaH npullegwmx B HErogHocTb, danbcnuumpoBaHHbIX
NeKapCTBEHHbIX CPEACTB U NIEKAPCTBEHHbIX CPEACTB C UCTEKLLIMM CPOKOM rOAHOCTMU.

MuHuCTepcTBO 3OpaBooxpaHeHus Pecnybnvkun TampkMKUCTaH MOXET paspellnTb pasoBbli  BBO3
HesapermcTpupoBaHHbIX B Pecnybnvke TamkukuctaH nekapCTBEHHbIX CPeacTB U MeAULMHCKMX TOBapoB
NPV CTUXUIHBIX 6eACTBUAX, YpEe3BbIYANHBLIX CUTYaLNSX, BKIOYAs aNMaeMUn MHAEKLMOHHbIX 3aboneBaHuii.

Pa3speluaetcsi BB03 Ha Tepputoputo Pecnybnukn TamkvkuctaH u BbIBO3 U3 Tepputopun PecnyGnvku
TagKUKUCTaH OrpaHMYEHHOro KOMMYEeCTBa JIEKAPCTBEHHbBIX CPEACTB, HE3aBUCUMO OT MX FOCyaapCTBEHHOM
pernctpauuu, npegHasHavyeHHoro Ansg nMYHOro Mosfib30BaHUA B MEOUUMHCKUX U UHBbIX HEKOMMEPYECKNX
uensx:

- JIMYHOTO MONMb30BaHUs uU3MYecKUMM nuuamu, npubbiBaWMMU Ha Tepputopuio  Pecnybnuku
TamKUKNCTaH;

- paboOTHMKOB AMMNIioMaTUYecKoro Kopryca Wnv npeacTaBuUTeENnel MeXxayHapOAHbIX OpraHu3auui,
akkpeauToBaHHbIX B Pecny6nuvke TamkuKUCTaH;

- JIeYEeHUs MacCaXMpoOB TPAHCMOPTHOIO CpPeAcTBa, NpubbIBalOWEro Ha Tepputoputo Pecnybnmku
TamKUKNCTaH;

- NPOBeAEHUS OOKITMHUYECKUX U KITUHUYECKUX UCTIbITaHWIA;
- NS perucTpaLmmn nekapcTBeHHbIX cpeacTs B Pecny6nuvke TamkukmucTaH;
- ANS SKCMOHMPOBAHUS Ha BbICTaBKax, spmapkax, KoHepeHUusx, 6e3 npaBa peanusaumu;

= C*)I/I3I/Il-IeCKllle nnua MOryT BblIBO3UTb J1IEKapCTBEHHbIE CpeACTBa B KOJNIM4ecTBe Heob6xoanmMoM Ans NNYHOro
NnoJ1ib30BaHUA.

Crarbs 22. TpaHCHOPTUPOBKA, XpaHEHNE U YHUUTOKEHHE JIEKAPCTBEHHBIX CPEJICTB

TpeboBaHne ¥ npaBuno, obecrneyvBalolMe COXpaHeHMe KavecTBa U GEe30MacHOCTU NekapCTBEHHbIX
CPeacTB MpY TPAHCTIOPTUPOBKE U XpaHEHWUM, ONPeaensitoTCs rocy4apCTBEHHbIMU CTaHAapTaMu 1 ApYruMu
HOPMaTMBHbIMK JOKyMeHTamu Pecny6nuku TamkukuctaH.

MpoaneHne cpoka rogHOCTU NeKapCTBEHHBIX CPEACTB 3anpeLLaeTcs.

JlekapCTBEHHbIE CpeacTBa C UCTEKLLMM CPOKOM rOOHOCTM NoAanexaTt YHUUTOXEHU0. [opsfoK YHUUTOXEHNS
NEKapCTBEHHbIX CPEACTB, MNPULLIEAWMX B HErogHoCTb WM C  WCTEKWWM  CPOKOM  TOOHOCTM,
HECOOTBETCTBYIOLUM [OEACTBYHOLUM CcTaHAapTam onpegensetcs MuHMCTEPCTBOM 3OpaBOOXpPaHEHMS
Pecny6nuvkn TagpKukuctaH.

Crarbs 23. HapkoTuyeckue U ICUXOTPOIHbBIE JIEKAPCTBEHHBIE CPEICTBA

[MpaBuna No Npov3BOACTBY, XPaHEHWIO, pacnpeieneHnto, HasHavyeHno, NoTpebneHnto, BBO3y, BbIBO3Y U
MOCTaBKE HAPKOTUYECKUX U MCUXOTPOMHbIX NTEKAapCTBEHHbIX CPEACTB ONPEeAEnsoTcs 3aKoHo4aTeNbCTBOM
Pecny6nukn TagKukuctaH.

['JTABA 5.Pa3pa0oTka, NOKIMHMYECKHE W KIMHUYECKHE HCIBITAHUS JIEKAPCTBEHHBIX
CpeacTB

Cratps 24. PazpaboTka HOBBIX JIEKAPCTBEHHBIX CPEJICTB

PaspaboTka HOBbIX FEKAPCTBEHHbIX CPEACTB BKMOYAET B Ce6S MOMCK HOBbIX (hapMaKoNormyeckmx
aKTMBHbIX BELLECTB, MOCMedyloLlee M3yYeHWe KX NEKAPCTBEHHbIX CBOWCTB, a TakKkKe [OOKIMHUYEeCKNe
nccreoBaHus.



duHaHcMpoBaHMe pa3paboTKM HOBbIX NEKapCTBEHHbIX CPEACTB OCYLLECTBSAETCS U3:
- CPEACTB rocyAapCTBEHHOro GoaxeTa;
- CPEACTB OpraHM3auuii - pa3apaboTyYnNKOB NeKapCTBEHHbIX CPEACTB;

- CPEeACTB NpeanpuaTUi - NPOU3BOANTENEN NEKAPCTBEHHbBIX CPEACTB B pamMKax Hay4HO-UCCIeaoBaTeNbCKNX
paboT, BbIMOMHSAEMbIX MO OOroBOPY MeXOy OopraHv3auuveri-pa3paboTyMKOM NEKAPCTBEHHbIX CPeacTB U
npeanpusTMEM - MPOU3BOAMTENEM NeKapCTBEHHbIX CPEACTB;

- VHbIX MCTOYHUKOB (PMHaAHCUPOBAHUS, BKIOMas cpeacTBa OGrnaroTBOPUTENbHbIX (POHOOB U LeneBble
BKINagbl PU3NYECKUX U IOPUANYECKMX NNLL.

[MpaBa opraHmsaumm-paspaboTymka HOBOro NEKapCTBEHHOIO CPEeACTBA OXPaHATCA 3aKOHOA4ATENbCTBOM
Pecny6nuvkn TagpKukuctaH.

Cratbs 25. JIOKTHHUYECKHAE UCTIBITAHUS

[lOKNMHMYecKne UCMbITaHWUS FEeKapCTBEHHbIX CPEACTB MpedycMaTpuBaloT XMMUYeckue, usmyeckue,
Gronornyeckne, MuKpobuonornyeckme, capmakonormyeckme, TOKCUMKOMIOTMYECKUE W Opyre HayyHble
nccnegoBaHus ¢ LEenblo U3y4eHus Ux cneumduyeckor akTMBHOCTU U 6€30MacHOCTH.

LOKNMMHNYECKMEe UCMbITaHNSA NIEKAPCTBEHHbLIX CPEACTB MPOU3BOAATCHA OpraHu3aumMsiMi - paspaboTymkamm
NeKapCTBEHHbIX CPeacTB MO MpaBuiaM NabopaTopHOM MpPaKTWKW, YTBEPXAEHHbIM MUHUCTEPCTBOM
3apaBooxpaHeHus Pecnybnukmn TamKnkucTaH.

[oknnHnyeckne ncnbiTaHus JleKapCTBEHHbIX CpenCTB NPOBOAATCA MO yTBEPXXAEHHOMY MiiaHy C BeAEeHNEM
NPOTOKOMMla M COCTaBJieHMEM OT4eTa, B KOTOpPble 3aHOCATCA pe3yrbTaTbl AOOKIMNHUYECKUX ncnblTaHUin
JNIeKapCTBEHHbIX CpeacTB. OpFaHVI3aL|,VIFI-pa3p360TLII/IK NNIeKapCTBEHHbIX CpeacTB BbloaeT 3akr4yeHune o
BO3MOXHOCTH NMpoBeaeHNA B JanbHENLEM KIUHUYECKUX UCMbITaHUI JleKapCTBEHHbIX CPeaCTB.

KoHTponb 3a cobntogeHnemM npaBOBbIX M 3TUYECKMX HOPM WCMOSNb30BAHUS XMBOTHbBIX MPU NMPOBEOEHUN
OOKMMHNYECKNX UCTbITaHWI NIEKAaPCTBEHHbIX CPEeACTB ocyLecTBnseTcss MMHUCTEPCTBOM 30paBOOXPaAHEHMS
Pecny6nukn TagpKukuctaH.

Cratbsa 26. [IpoBeieHre KIMHUYECKUX UCITBITAHUHN JIEKAPCTBEHHBIX CPEJICTB

Llenbto KMMHMYECKMX UCMbITAHWIA NeKapCTBEHHbIX CPEACTB SIBNSETCS MorydYeHne Hay4HbIMU MeTodamu
OLIEHOK M [oKa3aTenbCTB 3PMEKTUBHOCTM U 6GEe30MacHOCTM NeKapCTBEHHbIX CpeacTB, AaHHbIX 06
oXunaaemblx No6oYHbIX addeKTax OT NPUMEHEHUS NEKaPCTBEHHbIX CPeACTB 1 addekTax B3anmoaencTamns
C OPYrMMU NeKapCTBEHHbIMY CpeacTBaMU.

PeweHne o npoBegeHNe KIIMHWYECKUX WCTbITAHWIA MPUHMMAETCS  YMOSIHOMOYEHHBIM  OpraHoM
MpaButenbctBa Pecnybrnvkn TamkMKMCTaH Ha OCHOBaHWMM 3asiBMeHWs1 opraHu3auum-paspaboTymka
NEKapCTBEHHbIX CPEACTB, OTYETa, MONOXUTENIbHOMO 3aKMYEHUS O OOKIMHUYECKUX UCTbITaHUsIX
NEKAPCTBEHHbIX CPEACTB U MHCTPYKLMM MO NMPUMEHEHUIO NIEKapCTBEHHOTO CpeacTBa.

KnnHnyeckune wmcnbitaHus J1IeKapCTBEHHbIX CpeacCTB MPOBOAATCA B y4pexXOAeHUAX 34paBOOXpaHEHUA Mo
cneunanbHOMY pa3peLueHnto MMHVICTepCTBa 34PpaBOOXpPaHEHNUA Pecny6n|/||<|/| TamKuknucTaH o npoeeaeHnn
KIMMMHNUYECKNX UCMbITAHUNA.

McnbiTaHna nekapCTBEHHbIX CPeacTB Ha YenoBeke MPOBOAATCS MOA PYKOBOACTBOM YMNOSTHOMOYEHHOro
Bpaya (cneumanucta). Bpay (cneumanuct), npoBOAALLMIA UCNbITaHWS, OOMKeH obnagaTtb 4OCTaTOYHOW
KoMneTeHUuen B o0bnacTn UcnbiTaHUmn.

WccnepoBatenb, B criydasdx nposiBieHus NoBO4YHbIX peakuui, OOIDKeH HemedneHHo WHgopmupoBaTb
MwuHncTEPCTBO 34paBoOXpaHeHuss Pecnyonumkn TamKUKNCTaH.

PesynbTaTtbl KNMHMYECKMX UCMbITAHWIA UccregoBaTenb npeabsaBnsieT MUHUCTEPCTBY 34paBOOXpaHeHMs
Pecnybnukn TampkmkmuctaH.

Mopsook npoBedeHMst U MpeKpalleHust KIMHUYECKUX WCMbITaHuin onpegensietca  MuHucTepcTBOM
3apaBooxpaHeHna Pecnybnukn TamKnkmucTaH.



CDVIHaHCVIpOBaHVIe KITMHUYMECKNX UCMBITAHUA MOXET OCYyLUECTBNATBCA U3 CpencTts rocyaapCTtBeHHOro
OropxeTa, 3anHTEepeCOBaHHbIX (*)I/I3VI‘-IeCKVIX nnn Lpunandeckunx nuuy n gpyrmx cpencTte, He 3arnpeLlleHHbIX
3aKOHOM.

Crartpsa 27. HpaBa MaMUCHTOB, YHAaCTBYIOIHNX B KIMHHUYCCKUX HUCIBITAHUAX JICKAPCTBCHHBIMU
cpeacTBaMu

YyacTue naumeHToB B KITMHUYECKUX UCTIbITaHUSIX JieKapCTBEHHbIMU CpeaCTBaAMU ABNAETCA ,ElO6pOBOHbeIM

MauneHT AaéT nNUCbMEHHOoe cormnacue AN y4acTus B KIMMHUYECKUX WCMbITaHWUAX NeKapcTBEHHbIMU
cpencTeamu.

MauneHT XenawLuii y4acTBoBaTb B KIMMHUYECKUX UCMbITAHUSAX NEeKapCTBEHHbIMU CPeACcTBaMU [OOSMKEH
ObITb MHPOPMUPOBAH O NEKapCTBEHHOM CPEACTBE U CYLLIHOCTM KIMHUYECKOrO UCMbITaHUs, 06 oXxunaaemoi
3(pdEKTUBHOCTM 1 6E30MacHOCTU NeKkapCTBEHHOro CPeaCcTBa, CTeNneHn prcka ans nauneHTa, o AenNcTBusX
nauueHTa B criydae HenpenBuOEHHbIX 3((EKTOB BMUSHUS NEKAPCTBEHHbIX CPeACTB Ha COCTOSIHME €ro
300p0Bbs 1 06 YCNOBUSIX CTPaxoBaHWs 300POBbs NaLMeHTa.

[MauymeHT nmeet npaBo OTKa3aTbCA OT y4acTud B KITMHUYECKUX UCMbITaHUAX JNIEKapCTBEHHbIX CPeACTB Ha
nobon ctagum npoBegeHnda yka3aHHbIX ncnblTaHNN.

Mpy nNpoBedeHUM KIMHUYECKUX WCTMbITAaHUA NEeKapCTBEHHbIMM CpeacTBaMM Ha HECOBEPLUEHHONMETHUX
HeobX0AUMO NUCbMEHHOE Cormnacue ux poautenen.

3anpeu.|,aeTc;| nposegeHne KnnHN4YeCcKnx ncnbiTaHin JNleKapCTBEeHHbIMU CpeacTBaMu Ha:
- HECOBEPLUEHHONETHUX, HE UMEKLLINX pOﬂMTeHeVI;

- OEepeMeHHbIX XXEHLUMHaX, 3a MWCKIYEHNEeM CIy4yaeB, €Cn MPOBOAATCA KIUHUYECKME WCMbITaHUS
NEeKapCTBEHHbIMW CPEACTBaMW, MNpeaHa3HaAYeHHbIMU AnA GepeMEeHHbIX JKEHLUMH, Korga MONHOCTbIO
WCKIMIOYEH PUCK HaHECEHNS Bpeda 6epeMeHHOM KeHLLMHE 1 NIoAY;

- BOEHHOCHyXallyX;

- nuuax, oTObIBAKOLLIMX HAKasaHWe B MecTax NuLieHnsi cBoOoAabI.

Crartbs 28. HaGmrogeHue 3a NpoBeeHUEM KIMHUYECKUX UCTIBITAHUHN JIEKApCTBEHHBIX CPEJICTB
Y MEJIUIMHCKHUX TOBApOB

HabntoaeHust 3a npoBeAeHneM KIMHUYECKUX UCTbITaHWIA NEKAaPCTBEHHbIX CPeACTB U MeAULIMHCKMX TOBapOB
ocyulecTenseTcs MuHucTepcTtBoM 3apaBooxpaHeHust Pecnybnvky TamKuKMCTaH, KOTOPOE MMEeEeT npaBo
NMPOBOAWTb WHCMEKUMUIO MECT MNPOBEAEHUS WCTMbITAHWA WM OOKYMEHTaUuuu Mo WUCMbITaHU B criydae
HeobXoaMMOCTW.

Cratbs 29. Habmoienue 3a mo60YHBIMU JIEHCTBUSMU JI€KaPCTBEHHBIX CPEJCTB

YupexgeHusi, ynonHoMoueHHble MuHMCTepCTBOM  3apaBooxpaHeHust Pecnybnvkm  TamXuKncTaH,
opraHusylT cbop, cuctematv3auuo U aHanm3 MHdopMaumm O MOoBGOYHOM AEVCTBUM JEKAapPCTBEHHbIX
cpencTB M 0COBEHHOCTAX UX B3auMOZEWCTBMS. JTa MHAOpMauUWs nepuoauMyecku npencraBnseTcs B
MwuHucTepcTBO 3gpaBooxpaHeHnsa Pecnybnvkn TagKuKnucTaH.

MeguvunHckue 1 papmaueBTUHECKUE YUPEXOEHUS 3@ COKPLITUE, HEMONHOE NPeACTaBreHne nHdopmMaumum
0 NOBOYHbIX 3dheKkTax EeKapCTBEHHbIX CPEACTB, a TakkKe HEMNpUHSTUE HEeOOXOOUMbIX Mep, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOA4ATENLCTBOM Pecnybnukn TagkKnkuctaH.

I'NTABA 6.®apmarieBTrudeckas AesTenbHOCTh B PecyOmuke TamkukucTan

Cratbs 30. [IpaBo Ha 3aHsITHE (hapMaLIEBTHUYECKOM JAESITEIHLHOCTHIO



- [llpaBo Ha 3aHATME papMaLEeBTUYECKON OeATenbHOCTLI0 B Pecnybnvke TamKMKUCTaH WMMEKT
opuaMyeckne  nuua M MHOAUBMAYanbHble  NpeanpuUHUMATEsNV NonyyMBlLUME  JIMUEH3WKO  Ha
hapmavieBTnyeckyto aearenbHocTb.(3PT ot 03.07.2012r., Ne861)

dusnyeckne nuua MOryT 3aHMMaTtbCsa OnpedenieHHbIMU BuaamMu dapMaleBTUYECKOW OeATENbHOCTU B
drapMaLEeBTUYECKNX YUPEXKOEHMAX MPU HANM4YMK BbICLLETO N CpeaHero papmMaueBTMYeckoro obpasoBaHums
N cepTudmnkaTta cneumanmcTa B nopsake, onpegensieMom MnHnctepctsom 3gpaBooxpaHeHnss Pecnybnukn
TamKukncTaH.

®dusnyeckne nuua CcO CpegHMM WU C BbiCWUM npodeccuoHanbHbiMapMaueBTUYECKUM
obpa3oBaHueM U nmerwwme ceptTudukar cneuuanucrta papmaueBTMHECKON AEATENIbHOCTU MOryT
3aHMMaTbCA hapMauUeBTUYECKOM OeATEeNIbHOCTLIO (NMPUEM, XpaHeHue JieKapCTBEeHHbIX CpeacTB,
PO3HMYHas TOProBsisi JieKAPCTBEHHbIMU CpeacTBaMM M MeAULMHCKAMM ToBapamMu) B KavecTBe
MHOMBUAYaNbLHOro npeanpuHUMaTenss nocne noJlyYeHUs yAOCTOBEPEHUS O roCcyAapCTBEHHOM
peructpauum usMyeckoro nuvua B KavyecTBe WHAMBMAYanbHOro npeanpuHumarens. (3PT ot
03.07.2012r., N2861)

Nuua, nonyynBlLne papMaLEBTUYECKYHO NOAFOTOBKY M AUMIIOM B COOTBETCTBYIOLUMX YYEOHbLIX 3aBeAEHUsIX
MHOCTPaHHbIX FOCYapCTB, a TakkKe MHOCTPaHHble opuanyeckne u usnyeckue nuua, JomnyckawTcsa K
dhapmMaLeBTUYECKON OeATenbHOCTM B FOCYAapCTBEHHOM WM YacTHOW cuctemax dpapmauuv B MNOpsSKe,
yctaHoBneHHoMm [lpaBuTenbctBoM Pecny6nukn TamkuKUCTaH, €Cnu  MHOE He MpeaycMOTPEeHO
MeXOyHapoaHbIMK cornatleHuammn Pecnyonukn TamkKUKUCTaH.

dapmaueBTMyeckme paboTHMKK, He paboTaBliMe MO CBOel npodpeccum Ooree Tpex NeT, MoryT ObiTb
OONYyLLEHbl K 3aHATMIO TakoW OEeATeNbHOCTbI, TOMbKO MOCME CTaXVMPOBKM WM MOATBEPXKOEHUS CBOEN
KBanudukaumm B Mnopsigke,  YCTAHOBNEHHOM  MUHUCTEpPCTBOM  3gpaBooxpaHeHusi  Pecny6nuku
TamKnknctaH.

Jinwenne npaBa Ha apmMaLEBTUYECKYHD [OeATerbHOCTb MNPOM3BOAUTCS B COOTBETCTBUM C
3akoHogaTenbcTBOoM Pecnybnukn TamKnkucTaH.

Crates 31. Bnagenue u pyKoBOJCTBO (papMalleBTUUECKUMH YUPEKICHUIMU

Bnapgenbuem (bapmaueBqueCKmx pre)K,El,eHMVI MOXeT bbITb Nntoboe ropngn4eckoe un (*)I/I3VIH€CKO€ nmuo, B
COOTBETCTBUM C 3aKOHOOATENTbCTBOM PeCI'Iy6J'II/IKI/I TamKUKncTaH.

PykoBoACcTBO  hapMaLEBTUYECKUMW  YYPEXOEHUSIMM  OCYLLECTBNSeTCs  NvuaMu,  MMELLMMU
dhapmaLieBTHeCcKoe 06pasoBaHue U cepTudmKaT crneumanucTa.

MpaBuna ynpaeneHus U 3agavn apMaueBTUYECKUX YyupexaeHun onpegenstotca MuHMcTepcTBOM
34paBooxpaHeHunss Pecnyonukn TagKuUKUCTaH.

Cratbs 32. AnTeku 1e4e0HO-NPOPMIAKTHYECKUX YUPEKACHUN

YnpaensowWwmMM antekon NevyebHO-NPodmnakTUYeckoro y4pexoeHnss OOIMKHO ObiTb NMUO, MMetollee
dhapmaLeBTUYeCcKoe 0Opa3oBaHne 1 cepTudukaT cneumanucra.

I'JTABA 7. Undopmarus, pekiiaMma U KOHTPOJb 3a IIeHaMU

Cratps 33. [IpaBo manuenTa Ha mosydyeHre HH(OOPMAITUH O JIEKAPCTBEHHBIX CPEJICTBAX

Kaxgbli naumMeHT umeeT NpaBo Ha NonyvyeHne nonHonm nidopmanm 06 3HeKTUBHOCTU HA3HAYEHHbIX EMY
NeKapCTBEHHbIX CpPeacTB, WX BO3MOXHbIX MOBOYHBLIX 3ddekTax, O B3aUMOLAEUCTBUM PasfUYHbIX
NeKapCTBEHHbIX NpenapaToB Npuv X COBMECTHOM UCMOSIb30BaHUMN.

VIH¢>opmau,vm O J1IeKapCTBEHHbIX cpenctBax, OTMyCKaeMbIX bes3 peuenTa Bpada, MOXeT coaepXaTbCA B
I'Iy6J'IVIKaLI.I/IFIX N 00bABNEHUSAX cpeacTe MaccoBOW I/IHCbOpMaLI,I/IVI, B cneunarimampoBaHHbIX U obLymx
nevyaTHbIX N3gaHunAaXx.



NHdopmauma o nekapcTBEHHbIX cpecTBax, OTMyckaeMblX MO peLenTy Bpaya, OonyckaeTcsi TOfbKo B
crneunanmn3vpoBaHHbIX MeYvYaTHbIX W3OaHWsX, PacCYMTaHHbIX Ha MeOULMHCKMX U dpapMaLeBTUYeCcKuX
pabOTHUNKOB.

Crarbs 34. Pexiiama JieKapCTBEHHBIX CPEJICTB

Peknama pomkHa copeicTBoBaTh obGecrniedeHnto  hapMaLeBTUYECKOro  pbiHKa  KayeCTBEHHbIMMU,
3P PEKTUBHBIMU 1 GE30NACHBIMU NTEKAPCTBEHHbLIMI NpenapaTtamu. 3anpellaeTcs peknama NekapCTBEHHbIX
CPEACTB U MEAVUMHCKMX TOBapOB He3aperncTpupoBaHHbiX B Pecny6nuke TamkukuctaH. KOpuandeckune
nvua, He UMelLlMe NUUEH3MM Ha (apmaueBTUYECKyld OesTenbHOCTb, HEe MWMEKT npaBa Ha
peknamnpoBaHne NekapcTBEHHbIX cpeacTB. B cpeacTeax maccoBol nHopMaLuun OonyckaeTcs peknamMa
NeKapCTBEHHbIX CPEeACTB, OTMyckaeMbiX TONMbko 6e3 peuenTta. Peknama nekapCTBEHHbIX CPEACTB,
OTNycKaeMbIX MO peLenTy Bpaya, 4oMyckaeTcsl TONbKO B CreunanbHbIX NeYaTHbIX U3OaHnsX.

Mpu pekname NekapcTBEHHOIO CPEACTBA, B LIENAX YCUMNEHUS PeKNaMHOro addekta, He JomnyckaeTcs ero
CpaBHEeHWe C ApYrMM NekapCTBEHHLIMU CPEACTBaMMU.

Mpn HapyweHusax TpeboBaHMi HacTosLero 3akoHa, Kacalwmuxcs peknambl NeKapCTBEHHbIX CPeacTs,
YMONTHOMOY€EHHbIA opraH [MpaButenbctBa Pecnybnukn TamKMKMCTaH MOXET 3anpeTuTb OanbHenLuyto
peknamy nekapcTBeHHbIX CPeacCTB.

Pasmepbl 1 nopsigok ynnatbl wTpada 3a HapyleHne TpeboBaHMin HacTosiero 3akoHa, KacatoLmxcs
NEeKapCTBEHHbIX CPEACTB, OMNpedensiTcs B COOTBETCTBUM C 3aKoHoAaTenbCcTBOM  Pecnybnuvku
TamkuKNCTaH O pekname.

Cratbs 35. [lokazanus K U3BATUIO JICKAPCTBEHHBIX CPEJICTB U3 000pOTa

NekapcTBeHHblE CpPeacTBa U3biMakTcs ¢ 060poTa B COOTBETCTBUMM C 3akoHOAATENbCTBOM Pecnybnuviku
TamKukncTaH B crny4vae:

- €CIV NeKapCTBEHHbIE CPeCTBa He 3aperncTprpoBaHbl B Pecny6nivke TamKUKncTaH;

- ecnv 3To HeobxoauMo Bo u3bexaHue yuepba 340pOBbI0 HACENEHNS;

- €CI1 NleKapCTBEHHOE CPEACTBO HEA((EKTUBHO MO Ero NOKa3aHWsAM;

- €CN1 Ka4YeCTBO NEKAPCTBEHHOIO CPEACTBA He oTBEeYaeT TpeboBaHWsIM AeNCTBYHOLLEro CTaHAapTa;

- ICTeYeHNA YKa3aHHOro cpoka rogHoCTu nekapCTtBeHHOro cpeacrtea.

Cratbsa 36. KoHTpOJIb 32 1IeHaMU

KoHTporb 3a perynupoBaHMEM LiEH M BO3MELLEHMIO pacxodoB (KOMMeHcaums) NekapcTBEHHbIX CpeacTB
OCYLLECTBNSETCA B nopsiake, onpeaenseMom MNpasutensctBoM Pecny6nvkm TagkukucTaH.

3akn4yuTernibHOe NonoXxeHune

Cratbs 37. Mex1yHapoJHOE COTPYAHUUYECTBO

Pecnybnvka TamkuMKMCTaH OCYLLECTBMSIET MeXOyHapoAHOe COTPYAHMYECTBO B cdepe Cco3daHus,
NpoM3BOACTBA, KOHTPOSS KayecTBa WM TOProBnM JEKApCTBEHHbIMM cpeacTBamn. C  3TON Lenbio
pa3pabaTtbiBalOTCS M BbIMOSHATCA MEXAYHapOAHble HaydHble NpPorpammbl, OCYLLECTBNSieTC 0OMeH
NHOpMaLMEN, NPOrpecCcUBHLIMM METOAAMM M TEXHOMOMMSIMU CO3[aHMsl U MPOM3BOACTBA NEKapCTBEHHbIX
CPEACTB, X BBO3 U BbIBO3, NPOECCHMOHarbHbIE U HAay4YHblE KOHTaKTbl PAGOTHUKOB 34PaBOOXPAHEHUSI.

FocynapcTBO pas3BMBaEeT W MopaepXuBaeT Bce (POPMbl MeXAyHapOAHOro COTpyAHUYecTBa B cdepe
co3aaHus, NPOoM3BOACTBA, KOHTPONSA KayecTBa M TOProBfM TNEKAPCTBEHHbLIX CPEeACTB, KOTOpble He
npoTuBOpeYaT 3aKkoHoaaTenscTBy Pecnyonuky TamKukucTaH.



Cratbs 38. OTBETCTBEHHOCTD 32 HAPYIIEHUE HACTOSAIIETO 3aKOHA

tOpuaonyeckne u usnyeckme nvua, AOMYCTUBLUME HapylweHve TpeboBaHMI HacTosiwero 3akoHa,
NPUBMEKaTCsl K OTBETCTBEHHOCTM B COOTBETCTBUM C 3aKoHOAATENbCTBOM Pecny6nvku TamkukucTaH.

Mpe3npeHT Pecny6nuku TagXukncrax 3. PaxmoHoB
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