3ATBEP/IXKEHO

Haxka3 MinictepcTBa OXOpOHU
310pOB’sl YKpaiHu

Bij 25 gunHs 2022 poky Ne 1310

MHOPAI0OK
ceprudikamii IKOCTI JiKapCbKHUX 32C00iB 11 MisKHAPO/IHOI TOPIiBJIi Ta
MiATBEPIKEeHHS VISl AKTUBHUX (papMalleBTUYHUX IHIPeAi€HTIB, 110
eKCIIOPTYThCHA

1. 3arajpHi MoJI0KeHHSA

1. eit [opsimox BU3HAUa€E porieypy cepTudikaiiii sKocTi JIKapChKUX 3ac001B
JUIS MDKHAPOJIHOI TOPTiBIII Ta MIATBEPKCHHS I aKTUBHUX (DapMarieBTHUHHX
IHTPEIIEHTIB, 110 €KCIIOPTYIOTHCS.

2. Leit [Hopsimok po3po6iieHo BiamoBigHo 10 3akony Ykpainu «lIpo mikapceki
3acoOuy», Ilonoxennst mpo JlepxkaBHy cinyxkO0y YkpaiHu 3 JIKapChbKUX 3acO0IB Ta
KOHTPOJIF0O 3a HApKOTHUKAMH, 3aTBEPIKEHOro mocraHoBoio Kabinety MiHicTpiB
VYkpainu Big 12 ceprias 2015 poky Ne 647, noctanoBu Kabinery MinicTpiB Ykpainu
Bix 28 xoBTHsA 2004 poky Ne 1419 «Jlesiki 3axomu 1moj0 3a0e3medyeHHs SKOCTI
JIKapChKUX  3aco0iB», 3  ypaxyBaHHsM BuMmor Jupextusu 2001/83/€C
€poneiicekoro Ilapnamenty ta Paau €Bponeiickkoro Coro3y Bin 06 nmucronana
2001 poky «IIpo Konekc crnijibHOTH BIIHOCHO JIIKAPCHKUX MIpernapariB, MPU3HAYECHUX
JUIs cioskuBaHHs Jroapmu» (nami — Jupextusa 2001/83/€C), dupextuu Kowmicii
2003/94/€C Big 08 xoBTHS 2003 pOKy, SiKa BCTAHOBIIOE MPUHIUIN 1 TIPaBUIIA
HAJIEKHOI BUPOOHUYOT MPAKTUKU IIOAO JIKAPCHKUX 3ac00iB, MPU3HAYEHUX JUIS
3aCTOCYBaHHS JIIOJIMHOIO, Ta JOCITIHPKYBAHHUX JIIKAPCHKUX 3aC001B, MPU3HAYCHUX IS
3aCTOCYBaHHS JIIOJJUHOIO Ta JOKYMEHTIB BCecBITHROI OpraHi3allii 0OXOpOoHH 310POB’ S
(mami — BOO3) (WHO TRS Ne 823, 1992, TRS Ne 863, 1996, TRS Ne 908, 2003).

3. Leit [Topsaiok MOMMPIOETHCS HA YCIX Cy0’ €KTIB TOCIOapIOBAHHS HE3aICKHO
Bl iX ¢OpMH BJIACHOCTI 1 MIANOPSAAKYBaHHSA, SIKI OJEpKajly JIIEH31I0 Ha
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BUPOOHUIITBO JIIKAPCHKHUX 3ac001B B YKpaiHi, a TAaKOXK 0C10, YITOBHOBa)XEHUX HUMH,
B YCTaHOBJICHOMY 3aKOHOJIaBCTBOM TOPSIIIKY .

4, Ceprudikairiss SKOCT1 JIKApChbKUX 3aco0iB JJII MIKHAPOJHOI TOPTIBII
3IIHCHIOETBCS 3 METOI0 CTBOPEHHS HAJEKHUX YMOB Ui €KCHOPTY BITYM3HSHHX
JIKapChbKUX 3aC001B MUIIXOM MIATBEPAKEHHS BIAMOBITHOCTI IXHBOT IKOCTI Ta YMOB iX
BUPOOHUIITBA YMHHUM B YKpaiHi BUMOTaM HaJIe)KHOi BHPOOHWYOI MPaKTUKHU, SIKI
€KBIBAJICHTHI BUMOTaM HaJIeKHO1 BUPOOHUYOI MTpakTHKU €Bpornericbkoro Coro3sy.

5. [linTBepmKeHHs Il aKTHUBHUX (apMalleBTUYHUX 1HTPEAIEHTIB, IO
EKCIIOPTYIOThCSI, 3[IUCHIOETHCS 3 METOI0 CTBOPEHHSI HAJIE)KHUX YMOB JJIsE €KCIIOPTY
BITUM3HSIHUX aKTUBHUX (papMalieBTUYHUX IHTpeAIeHTIB 10 €Bporneiickkoro Coro3y Ta
IHIIMX KpaiH AJIA JIKapChKUX 3ac001B, MPU3HAYEHHUX JJIA CIOKMBAHHS JIHOJUHOIO,
BiAMOBIAHO 10 ctarTi 46b(2)(b) Hupextunu 2001/83/€C nuisixom miATBEPI>KCHHS
BIJIIOBIJTHOCTI 1XHBOI SIKOCTI Ta YMOB iX BUPOOHMIITBA YUHHUM B YKpaiHl BUMOTaM
HaJIEKHOI BUPOOHUYOI MPAKTUKH, K1 €KBIBAJIEHTHI BUMOTaM HAJIEXKHOT BUPOOHHYOT
npakTuku €sponericbkoro Coro3sy.

6. Ceptudikariis SKOCTI JIKapChKUX 3aco0iB JJii MDKHApOAHOI TOPTIBIL Ta
IITBEPKSHHS JJIsl aKTUBHUX (hapMalleBTUYHUX 1HTPEIIE€HTIB, 10 €KCTIOPTYIOTHCS,
3M1MCHIOEThCS  JIep KITIKCITy>K0010 BIJIMOBIAHO JO 3asiBH, IMOJAHOI 3asiBHUKOM 3a
dbopmoto, HaBeieHOO B oAaTKy 4 1o uporo [lopsnky, Ha TOOPOBIILHUX 3acaaax.

7. 3rinHo 3 uuM [opsinkom Jlepskiikcinyx0a BUAAa€ Takl TOKYMEHTH:

1) ceptudikar sikapcbkoro 3aco0y 3a (opMOI0, HaBEACHOK B T0AaTKy 1 10
nporo Ilopsiaky (BuIaeTbCcs Ha OKpeMy KpaiHy-iMmoprepa a0o Ha JIeKUIbKa
KpaiH-IMIIOPTEPIB 3T1HO 3 TMOJIAHOIO 3as5BOI0, B MEKaxX OJHOTO CepPTU(IKAIIITHOTO
JIOChE);

2) 3asBY MPO JIICH3IHHUN CTAaTyC JTIKapChKoro (-ux) 3aco0y (-iB) (mamni — 3asBa
PO JIIEH31HMI cTaTyc) 3a (OPMOI0, HABEICHOIO B 10AaTKY 2 10 1iboro [lopsiaky;

3) maTBEpUKEHHS JUIsl  AKTUBHUX  (hapMalleBTHYHMX 1HTPEIIEHTIB, IO
eKCIIOPTYIOThCs 10 €Bporeiicbkoro Coro3y (€C) Ta 1HIUX KpaiH, A JTIKapChKUX
3aco01B, MPU3HAYEHUX JJIS CIIOXKWBAHHS JIFOJMHOIO BIJMOBIIHO 10 cTarTi 46b(2)(b)
HupextuBu 2001/83/€C 3a dopmoro, HaBeAeHOO B goAaTKy 3 10 1boro Ilopsaky
(BUOAETHCS HA OKpEMY KpaiHy-iMnoprepa abo Ha JIeKUIbKa KpaiH-IMIOPTEPIB 3T1THO
3 MOJIaHOIO 3asBOI0, B MEXaX OJTHOTO CEPTU(IKALINHOTO TOCHE);
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4) ceprudikar cepii JiKapchKOro 3aco0y (MICTHTH JaHi IPO OKPEMY CEepiro
Jikapcekoro  3acoOy). Ceprtudikar cepii JIKapchbKOro 3aco0y  BUIAETHCA
Hepxmikenyx0010, 30Kpema, ISl BaKIMH, CHPOBATOK Ta IHIIMX O10JOT1YHHX
JiKapchkuX 3aco0iB. s 1iboro Jleprkiikciyx0a 311iMcHIOE TabopaTOpHUM aHaTi3 iX
SKOCTI UIUIAXOM HampaBJeHHS BiAIOpaHUX 3pa3KiB JIKapChKUX 3aco0iB 10
YIOBHOBa)XEHOT JT1abopaTopii, sika MpoKrIuIa Tamy3eBy arectarito Jlepkiikcmyx00to
BiMoBiTHO 70 [lopsiaky mpoBeAeHHS Traxy3eBoi aTecTallii J1abopaTopii 3 KOHTPOITIO
SKOCTI Ta Oe3MeKHu JKApChKUX 3aco0iB, 3aTBEPIKEHOro HakazoM MiHicTepcTBa
OoXOpoHU 370poB’st Ykpainu Bia 14 ciuns 2004 poky Ne 10, 3apeectpoBaHOro y
Minictepctsi toctuiii Ykpainu 30 ciuns 2004 poxy 3a Ne 130/8729. Ceprtudikar
cepii, BUAaHuil Jep kinikciry’0010, T0AA€THCS 10 KOKHOI cepii J1KapChKOoro 3aco0y.

8. Y upbomy [lopsaaky TepMiHU BKUBAIOTHCS y TAKOMY 3HAUCHHI:

BUPOOHHK JIIKAPCHKUX 3aC001B — CyO’€KT rOCHOJaplOBaHHS, SKUH 3A1MCHIOE
xoya O OJMH 13 eTamiB BUPOOHUUTBA JIKAPCHKUX 3acCO0IB Ta Mae JILEH31I0 Ha
BUPOOHMIITBO JIIKAPCHKUX 3aCO0IB;

3asiBa MpO JHIEH31MHUI CTaTyc JIKapChKOro 3aco0y — JOKYMEHT, BHJIaHUN
Jepxiikciny>k0010  3asBHUKY, SKUH MIATBEPDKYE, IO JIKApChKUi 3acid €
3apeeCTPOBAHUM Ta MA€ PEECTPaAlliifHE MOCBITYEHHS B Y KpaiHi,

3asiBHUK — BJACHUK PEECTPALIIMHOrO TMOCBIIYEHHS Ta/abo JiueH3li Ha
BUPOOHMIITBO JIIKAPCHKOTO 3aco0y B YKpaiHi, Akud mnoaae no Jlepxiikciyxou
ocobucto abo dYepe3 YMOBHOBAKEHOIO HHUM IPEJICTABHHMKA 3asBYy MpPO BHIAYY
cepTudikara JKapchbKOro 3aco0y /3asBU Mpo JLEH31iMHMII cTaTtyc/ cepTudikaTa cepii
JKApChKOTO 3acO0y/MATBEPIXKEHHS ISl aKTUBHUX (DapMalleBTUUHUX 1HTPEIIEHTIB,
10 €KCIOPTYIOThCS Ta SIKUM BIJIMOBIAE 32 JOCTOBIPHICTh HajaHOI iHpopMalii Ta
JIOKYMCHTIB;

METOAM KOHTPOto skocTi (mam — MKS) — 3aTBepaxeHa B yCTaHOBJICHOMY
MOPSAIKY HOpPMaTHUBHA TOKYMEHTAllisd, SKa BU3HAUYa€ METOIWKH KOHTPOIIO SKOCTI
JIKApChKUX 3aC001B, YCTAHOBIIIOE SIKICHI 1 KUIbKICHI MOKa3HUKH JIIKAPCHKOTO 3aC00y
Ta iX JOMYCTUMI MEXi, BUMOTM [0 YIaKOBKH, MapKyBaHHs, yMOB 30epiraHus,
TPaHCTIOPTYBAHHS, TEPMIHY MPHUAATHOCTI, IO OyiHM 3aTBEPKEHI MPHU JCp>KaBHIN
peecTpaiiii JIKapChbKOTO 3ac00Y;

HaJie)kHa BUpoOHuYa npakTrka (Good Manufacturing Practice, nami — GMP) —
YaCcTHUHA YIMPABIIHHS SIKICTIO, sIKa TapaHTye, IO JIKApChKi 3aco0M TMOCTIHHO
BUPOOJISIIOTHCS. 1  KOHTPOJIIOKOTHCS  BIAMOBIAHO 1O CTaHJAPTIB  SIKOCTI, K1
BIIMOBIAIOTh iX MPU3HAYCHHIO, a TAKOX BIJAMOBIIHO 0 BUMOT PEECTPAIIITHOTO
JIOCKE, I0ChE JOCIIKYBAHOTO JIIKAPCHKOTO 3acO0Y JJIs KIIIHIYHUX BUIIPOOYBaHb 200
cnerudikarii Ha 1[I0 TPOTYKITIIO;

MIATBEP/KCHHST Ui aKTUBHUX  (papMarleBTUYHUX  IHTPETIEHTIB, IO
eKCIIOPTYI0ThCs 10 €Bponeiickkoro Coro3y (€C) Ta iHIUX KpaiH s JTIKapChKUX
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3ac001B, MPU3HAYCHUX JIJISI CIIOKUBAHHS JIFOIMHOIO, BIAMOBIAHO 10 cTatTi 46b(2)(b)
HupextuBu 2001/83/€C (mam — miaTBEpIKEHHS I aKTUBHUX (hapMarieBTUYHUX
IHTPEMIEHTIB, IO EKCHOPTYIOThCS) — JOKYMEHT, BHUAaHUN Jlepxiaikciyx00r0
3asBHUKY, SIKMI 3aCBITUY€ BIAMOBIIHICTH BUPOOHUIITBA aKTUBHUX (hapMalleBTUUHUX
IHTPE/IIEHTIB, 10 PO3TAIlIOBaHE HAa TePUTOPIl YKpaiHu, YUHHUM B YKpaiHi BUMOTaM
GMP, ski exBiBasieHTHI BuMoram GMP €C;

MPEACTaBHUK 3asBHUKA (YIIOBHOBAKCHWM TMPEACTABHUK 3asBHUKA, 1110
3HAaXOJUTHCS B YKpaiHi Ta BUCTYIIAE BiJ IMEHI 3asBHUKA) — IOpUINYHA a00 ¢i3uyHa
oco0a, sKa i€ Ha TIJACTaBl BIAMOBIHOTO JOPYYEHHS (HOBIPEHOCTI), Y SKOMY
3asIBHUKOM Ha/IaHO MPaBO MPEJICTABISATH MOro 1HTEPECH MPH MPOBEACHHI MPOLEAYP
ceprudikamii [KOCTI JIKAPCbKUX 3aco0iB Uil MDKHApPOJHOI TOPriBil Ta
1ITBEPKSHHS I aKTUBHUX (papMalleBTUYHUX 1HTPEIIEHTIB, 1110 €KCIOPTYIOThCS;

cepisi JIKapChbKOro 3aco0y — BHU3HAY€HA KIJIBKICTh BHXIJIHOI CHPOBHHH,
MaKyBaJbHUX MaTepialiiB ad0 MPOJYKIIii, 0 MIATAEThCS 00poOIill B 0JHOMY ab0o B
Pl TOCHIJOBHUX TEXHOJOTIYHMX TMpoIecax TaKUM YHMHOM, [0 MOXHA
pO3paxoByBaTH HA OJTHOPIAHICTH MPOMYKIIIL.

JI71s1 3aBepIlICHHS ISIKUX €TariB BUPOOHHUIITBA 1HO 1 HEOOX1THO PO3ILIUTH cepii
Ha TIEBHY KUIBKICTh MIJICEPIH, K1 Mi3HIiIIe 00’ €IHYIOTh IJI OJCP>KaHHSA OCTaTOYHOT
OJHOpIIHOI cepii. Y pa3i Oe3mepepBHOrO BHUPOOHHUIITBA Cepii BIAMOBITAE IEBHA
YacTUHA BUPOOJIEHOI MPOAYKIIii, 10 XapaKTePU3YETHCS OJTHOPIAHICTIO.

[Ipy KOHTpONI TrOTOBOI MPOAYKIII BBAaXAEThCSA, IO A0 Cepii TOTOBOrO
JIKApChKOro 3aco0y HajexaTb BCl OJMHHULI JAaHOI JIKapcbkoi (opmu, sKi
BUTOTOBJICHI 3 OJHI€T BUXIJIHOI KIJIBKOCTI Marepiany 1 MPOUMILIN Ty caMy Cepiio
BUPOOHMUMX orfepaliid abo ormeparito 31 crepuiizaiii, abo npu Oe3ymuHHOMY
TEXHOJIOTTYHOMY IIPOIIeC] BC1 OJMHUII, BUTOTOBJICHI Y 1IeH MPOMIXKOK Yacy;

ceptudikar JIKapchKoro 3aco0y — TOKYMEHT, BHAAHHH JlepITiKCIy)00r0
3asIBHUKY JIJIT KOMITIETEHTHOTO OpTraHy KpaiHH-IMIIOpTepa I HOTO IMIOPTYBaHHS Ta
MIPOJIAXKY;

cepTudikat cepii JiKapchbKOro 3aco0y — TOKYMEHT, BUJaHUM [{epxiTikciryx0010
MICJIsl HOBHOTO SKICHOTO Ta KUIBKICHOTO aHaMI3y JIJIsl BCIX JIIFOYMX PEYOBUH Ta 1HILIUX
BIIMOBIAHUX 1HTPEIIEHTIB JJIA TapaHTii TOro, MmO SKICTh JIKAapChKUX 3ac00iB
BI/IMOBIZIa€ BCIM BHMOTaM peecTpariiiHoro gocke. CepTudikaT cepii JIKapchKoro
3aco0y Mae 3acBI4yBaTH, IO CEpis BIAMOBigae crenudikamisiMm Ta BUpoOJIeHA
BIJIMOBITHO JI0 PEECTPALIIHOTO 10ChE; y cepTUdiKaTi MatOTh OyTH HaBeIeH1 IeTalbH1
crenudikallii Ha JiKapChbKUM 3aci0, MOCUJIAHHS HAa aHAIITHUYHI METOAM, OTPUMaHI
pe3yibTaTH aHANITHYHUX BUIMPOOYBaHb, a TaKOX 3asBa MPO Te, MO MPOTOKOJN
BUPOOHMIITBA, MAKyBaHHS Ta KOHTPOJIIO SIKOCTI Cepii MEeperjisHyTo, a TaKoX
MiATBEPKEHO BiAMOBIAHICTE BuMoram GMP;



ceptudikalliiiie 10Che — KOMILJIEKT JOKYMEHTIB Ha JIIKapChKUM 3aci0, sSKuil €
HEOOX1THUM JIJ1s1 BUAa4l 3r1i1HO 3 UM [lopsiakom cepTtudikarta JikapchKoro 3aco0y,
3asBU MPO JIIEH3IMHUHN cTaTyC JIKapChKOro 3acoly, cepTudikara cepii JiKapChbKOTro
3aco0y, TIATBEP/PKCHHS JJIi AKTUBHHMX (papMalleBTUYHUX 1HTPEAIEHTIB, IO
EKCIIOPTYIOTHCS;

cnenudikaiis — nepeiik BUIpoOyBaHb, MOCHUIaHb Ha aHATITUYHI METOJAUKH Ta
KPUTEPIiiB MPUNUHATHOCTI, IO SBJSIOTH COOOI0 YMCIIOBI MEXI, 1HTEpBAJIW YU 1HIII
KpUTEpIi /U1 BIAMOBIAHUX BUIIPOOYBaHb.

[HUI1 TepMIHU BXKMBAIOTHCS y 3HAUCHHSIX, HaBeJAeHUX y 3akoHi Ykpainu «lIpo
JIKapChKi 3aCO0M» Ta 1HIIIMX HOPMAaTUBHO-TIPABOBUX aKTaX.

1. ETanu npoBenenHs ceprudikaiii skocTi JikapchbKHuX 3ac00iB 115
Mi’KHAPOAHOI TOPTIBJII TA MiATBEPIKEHHS ISl AKTUBHUX (papMaieBTUYHUX
IHI'peJi€HTIB, 10 eKCIOPTYIOTHCH

1. CepTudikamiss AKOCTi JIKapChKUX 3acO0IB 11 MIDKHApPOJIHOI TOPTIBII Ta
M1TBEPKCHHS JJI1 aKTUBHUX (PapMalleBTUYHUX 1HTPEAIEHTIB, 1[0 €KCIIOPTYIOThCH,
3MIACHIOEThCS  JIepoKITIKCITy>k0010 TUIAXOM TPOBEACHHS EKCIEPTU3M 3asiBU TPO
BUJIayy  ceptudikaTta  JIKApChKOro  3aco0y/3asBU  TpO  JHIEH31MHUIMA
cratyc/ceptudikara cepii JKapChKOro 3acoOy/MATBEPIKCHHS JJI1 aKTUBHUX
(dapMalleBTUYHUX 1HTPEIEHTIB, IO EKCHOPTYIOThbes (mami — 3asiBa), 3TIIHO 3
noaatkoM 4 1o 1nporo Ilopsnky Ta TOKYMEHTIB, 3TiJHO 3 MEPETiKoOM, BU3HAYECHUM
NYHKTOM 3 1BOTO pO3aAUTy (mam — cepTtudikaliifHe A0Che), Ta MPOBEACHHS
71a00paTOPHOTO aHAMI3y SIKOCTI JIIKAPCHKUX 3aC001B y BUNIAAKAX, MepeI0aYeHUX 1M
[Topsakom.

2. [Ipouenypa ceptudikaiii SKOCTI JIKAPCHKUX 3ac00IB JUIsI MIXHAPOIHOI
TOPTIBII/MATBEP/UKEHHST Ji1 aKTUBHUX ()apMalEBTUYHUX IHTPEAIEHTIB, IO
EKCIIOPTYIOThCS, BKITIOUAE TaKi €TAIH:

nogaHHs g0 JlepximikcayxOu 3asBM  Ta  cepTU]IKAIIAHOTO  JIOCKE,
nepeadoadyeHoro UM Ilopsiikom, Ta 3a HEOOX1THOCTI MUCHMOBE 3BEPHEHHSI 3asiBHUKA
o0 BiAOOPY 3paskiB y HMOBUIBHINA ¢dopmi (y pasi MOAaHHS 3asBH IMPO BHAAYY
ceprudikara cepii JKapchbKOro 3acody);

eKCIiepTu3a MoAaHoi 3asBu, oQopMIIeHOI 3TiTHO 3 TOAATKOM 4 JI0 IIHOTO
[Topsiaky, cepTudikailifHOro JA0ChE Ta 3a HEOOXIAHOCTI BHJaya HaIpaBJEHHS Ha
B1101p 3pa3KiB isl JTAOOPATOPHOTO aHAI3Y;

B1I0Ip 3pa3kiB Ta 3MA1MCHEHHsS JabOpaTOpPHOTO KOHTPOJIIO Yy BHUIIAJKaX,
nependoayeHux num [opsakom;

opopMieHHsT Ta BHAada cepru(dikara JiKapchkoro 3aco0y, abo 3asBU MPO
JTEH31iHMH cTaTyc, ado cepTrdikara cepii ikapchbKOTo 3aco0y, ab0 MiITBEPHKCHHS
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JUIS  aKTUBHMX  (apMalleBTUYHUX IHTPEIIEHTIB, IO EKCIOPTYIOThCA abo
1H(OpMyBaHHS 3asIBHUKA PO BIIMOBY y BUJAYI.

3. 3asBa, odopmiieHa 3rigHO 3 jmomaTkoM 4 a0 nporo Ilopsnky, momaerbes
3asBHUKOM a0o0 MpeacTaBHUKOM 3asBHUKA. o 3asBu nonaerbest cepTudikaiiitne
JIOChE, AKE CKIATAETHCS 3 TAKUX JOKYMCHTIB:

1) komis sineH3ii Ha BUPOOHHIITBO JIIKAPCHKUX 3aCc001B, 3aCBiTUCHA 3asIBHUKOM
a00 MpeICTaBHUKOM 3asBHUKA (ITOJIA€THCS 11 BAPOOHUUUX JIIBHULb PE3UICHTIB);

2) KOIisl PEECTPALiHHOrO IOCBIMYCHHS Ha JIKapChKUH 3aci0, 3acBimgucHa
3asIBHUKOM a00 MpEeJICTAaBHUKOM 3asiBHUKA (32 HASIBHOCTI);

3) 3acBiueHa 3asBHUKOM a00 TPEACTAaBHUKOM 3asBHUKA KOMis cepTudikarta
BiiMoB1AHOCTI BUMOoram GMP Ta/ab0 BUCHOBKY LIOA0 M1ATBEPKEHHS B1AMOBIAHOCT1
BumoraMm GMP (y Tomy wumcm s mnpoaykuii «in bulk»), Bumanoro
Jepxmikemyk0010 3riTHO 3 3aKOHOJAABCTBOM Y KpaiHH;

4) TexHiuHE pe3toMe, hopMa SIKOTO HaBeJAcHa B AOAATKYy 5 A0 mboro Ilopsaaxy,
3aCBITYEHOTO 3asIBHUKOM a00 MPEJICTaBHUKOM 3asiBHUKA,;

5) noBifka Tpo pe3yNbTaTH NEPEBIPOK, MPOBEICHUX OpraHaMH JEP>KaBHOTO
KOHTpOJIt0, (hopMa IKOi HaBeJieHa Y noAaTKy 7 10 uboro [Topsanky. CTpok Mixk AaTOO
noJlaHHs 3asiBU Ta JIaTOIO JOB1JIKM HE MOBUHEH NepeBullyBaTh 30 KaeHAapHUX JIHIB;

6) moBifKa MPO SKICTh JIKApChKHUX 3ac0o0iB, 110 BHPOOISIOTHCS, (hopMa SKOT
HaBejgeHa y nojatky 6 mo mporo Ilopsaky. CTpok MiX AaTOrO MOJaHHS 3asBU Ta
JIATO¥O CKJIAJaHHS JOBIIKM HE MOBUHEH nepeBuIyBaTy 30 KaJleHIapHUX JTHIB;

7) opopmileHa B YCTaHOBJICHOMY 3aKOHOJABCTBOM IOPSJIKY JOBIPEHICTh
BJIACHUKA PEECTPAIIHHOTO TIOCBIMYEHHS Ha JIKApChbKUW 3aci0 Ha OTPUMAHHS
ceprudikara JKapchbKOro 3acol0y, abo 3asBM Mpo JilEH3IMHUN craryc, ado
ceprudikara cepii JTiKapcbKOoro 3aco0y, a0o MIATBEPIKEHHS [JIsi aKTHBHUX
dbapmareBTUYHUX 1HTPEAIEHTIB, IO EKCIIOPTYIOTHCS (MMOJAETHCS, SKIIO 3aBHUK HE €
BJIACHUKOM PEECTPALIIMHOTO MOCBITYECHHS);

8) 3acBimueHa 3asBHMKOM a00 TpeACTaBHUKOM 3asBHHMKaA komis MK Ha
JiKapchbKui 3aci0 (MoJaeThCsl MpU MOJAHHI 3asBH MPO BUOAdy cepTudikara cepii
J1KapChKOTro 3aco0y);
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9) 3acBimueHa 3asBHUKOM Kormisg cepTudikara cepii Ha JiKapchbKuil 3acio,
BHUJIAHOTO BUPOOHUKOM (TOJAETHCS MPHU IMOJaHHI 3asBU PO BUJA4Yy cepTudikaTa
cepii JiKapchKOTo 3aco0y);

10) 3acBigueHa B YCTaHOBJIICHOMY TMOPSAKY KOIIisl CBIJIOITBA MPO PEECTPAILIIO
3HaKa JyIsl TOBapiB 1 MOCIYT B YKpaiHi (32 HasIBHOCTI).

JlokyMeHTH, 3a3HayeHi B MiAmyHKTax 1, 3 1IbOro MyHKTY, MOJAIOTHCA IS
KO>KHOT'O BUPOOHHMKA, 3a3HAYCHOTO B PEECTPAIlIHHOMY IOCBIIUYCHHI Ha JIIKAPCHKUI
3aci0.

JlokyMeHTH, 3a3Ha4€H]1 B MAMYHKTaX 4, 7 I[bOTO MyHKTY, MOJAI0ThCS TIIBKU JJIs
3apeecTpPOBAHMX B YKpaiHi JIKapChKUX 3aCO0IB.

VY pas3i, SKII0 y CKJIaJil JIIKapChbKOTO 3ac00y, 110 3alIaHOBAaHUM JI0 peecTparlii B
KpaiHI-IMIIOPTEPl, € JeAKl BIAMIHHOCTI BiJ CKJIaAy JIKapChKOro 3aco0y, IIo
3apeecTpoBaHUil B YKpaiHi, peecTpalliiiHe MOCBIIUYCHHS MMOBUHHO OyTH J0JIaHO
3aBHUKOM J0 3asBU. HasBHI BIIMIHHOCTI y CKJajl JiKapchbKOro 3aco0y, IIo
3aIJTaHOBAaHUW JI0 peecTpallii B KpaiHI-IMIOPTEpi, BI [1I04Oro B YKpaiHi
PEeECTpAIITHOTO TMOCBITYEHHS 3a3HAYAI0ThCA Y BIMOBIIHIN Tpadi 3asBu.

4. 3asiBa Ta JOKYMEHTH, 1110 JOJAKOTHCS JI0 HEl, MOKYTh OyTH MMOJIaHi, MOIITOBUM
BIJIIIPaBJIEHHSAM a00 Ha 0QILiiHY ajpecy eIeKTPOHHOI MOMTH JlepKIKCITyKOH.

3asiBa Ta JOKYMEHTH, SIKI TOJAOTHCS, MPUUMAIOTHCS 3a OIMNHUCOM, SIKUH
CKJIAJAEThCSl y JIBOX MPUMIPHUKAX 3rIAHO 3 JgoAarkoM 8 1o uporo Ilopsiaky
(mami — Ommwc).

[Ipu peectpamii 3asgBM Ta JOKYMEHTIB, IO HAJICJIaHI TIOIITOBHM
BIJIIPABJICHHSM, 3alOBHIOETHCS OJMH MPUMIPHUK OnucCy, SAKUN JOTy4aeThCs [0
3asBu. Homep 3asiBu Ta gaTta peectpallii NOBIIOMIISETECS HA €JIEKTPOHHY MOIITY
3asiBHHMKA a00 MpeJICTaBHUKA 3asBHUKA, sSIKa 3a3HaYeHa B 3asiBli.

VY pasi orosiomeHHss YKpaiHOIO YM 1HILOK KPaiHOI HAJA3BMYAWHOIO CTaHy,
HAJ3BUYAHOI CUTYallli, BOEHHOTO CTaHy, B pa3i CTUXIMHOTO Jinxa, Bu3HaHHs BOO3
XBOpOOM TMaHJEMI€I0 Ta HAI3BUYANHOIO CUTYAIlI€I0 B Taly3l CBITOBOi OXOPOHHU
3JI0pOB’sl, B TOMY YHUCJI1 BPaXOBYIOUH CaHITApPHO-EMiIeMIONIOTIUHY CUTYallio, 3asBa 3
BIJIMOBITHAM KOMIUIEKTOM JOKyMeHTIB (0e3 Omucy) Moke OyTH HampaBliieHa
MOIITOBUM BiIIIPABJICHHSIM 200 B CKAHOBAHOMY BUTJISIZI €JIEKTPOHHOO moimToro. [Tpu
peecTpaiiii 3asgBU Ta JOKYMEHTIB 3alOBHIOETHCS OJUH MpUMIpHUK Omnucy, sIKun
noydaetbes 10 3asBu. Homep 3asBuM Ta maTta peecTpallii MOBIAOMIISIETBCS Ha
€JICKTPOHHY MOILTY 3asBHUKA a00 MpeACTaBHUKA 3asiBHUKA, sIKA 3a3HaYeHa B 3asBl.

5.Bci nmokymeHTH, MmO JOJAIOThCA 10 3asiBH, MOXYThb OYyTH TMOJaHI B
CKaHOBAaHOMY BHIJISI/II Ha €JIEKTPOHHOMY Hocii iH(opmaiii. Y pa3i mogaHHs TaKOTo
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KOMITJIEKTY JOKYMEHTIB /10 3asiBU B OIKCI 3a3HAYAETHCS THUII €IIEKTPOHHOTO HOCI,
KW TOJTAETHCSI; Ha3BH Ta KiJIbKICTh CTOPIHOK CKAHOBAaHUX JOKYMEHTIB IIPH ITbOMY B
OIKCI HE 3a3HAYAIOThCSI.

6. Y pa3i HEKOMIUIEKTHOCTI JIOKYMEHTIB Ta/a00 BUSBJICHHS HEBIMOBIIHOCTEH
1] 9ac IPOBEICHHS €KCIIEPTU3H 3T1THO 3 BUMOTaMH 11poro [lopsnky, 3asBHUKY 200
MPEICTaBHUKY 3asBHUKA HalaeThes 30 KaJleHIapHUX JHIB, 3 HACTYITHOTO JTHS IICTIS
JaTH OTPUMaHHS BiJMOBIHOTO MUCHMOBOTO MOBIAOMIICHHS Jlepskiikeayxou, 1is ix
ycyHeHHs. Yac, HEOoOXigHUW IS YCYHEHHS 3asiBHHMKOM a0o0 IpeCTaBHUKOM
3asiBHUKA BUIBJICHUX HEBIAOOBIAHOCTEW Ta/abo [UId HagaHHS HEOOXITHUX
JTIOKYMEHTIB, HE BKJIIOUAETHCS JI0 CTPOKIB MPOBEACHHS €KCIIEPTH3H.

VY pasi HeoOXiAHOCTI MPOJOBXHUTH CTPOK HaJaHHS HeoOXiaHOi iHdopmarrii
3asBHUK a00 TPEACTaBHUK 3asBHUKA TIOBUHEH HagaTu 10 Jlepxiikciyxou
BiJIMTOBITHE TMCEMOBE OOTPYHTYBAHHSI IIIOI0 IPUYMHU 1 MIPOAOBKEHHSI T0OATKOBOTO
CTPOKY, AKUH He MOke nepeBullyBatu 90 kaneHaapHux IHIB. Take oOIpyHTyBaHHs
MO>ke OyTH HaJlaHE OJJHOPA30BO.

7. SIxo 3asgBHUK ab0 MPEJCTAaBHUK 3asiBHUKA MpoTArom 30 KajeHJapHUX JTHIB
MicTsl OTPUMAaHHS JINCTA Ta oAaTKOBUX 90 KaleHJapHHUX JHIB HE YCYHYB BHUSBJICHI
HEBIATOBITHOCTI Ta/ab0 HE HaJaB HEOOXITHUM KOMIUIGKT JOKYMEHTIB JIO
Jepsxiikeiny>x0u BIANOBIIHO 10 BUMOT 11boro [lopsaky, 3asBHUKY a00 NpEACTaBHUKY
3asiBHUKA MHCbMOBO MOBIIOMIISIETECA MPO BIAMOBY Yy BHAaul cepTudikaTa
JIKapchKoro 3aco0y, abo 3asBM Mpo JILEH31MHMI cTaTtyc, abo cepTudikara cepii
JIKapchKoro 3aco0y, a0o miATBEp/UKEHHS [JIsi aKTUBHUX (DapMaleBTHUHUX
IHTPEAIEHTIB, IO €KCIIOPTYIOTHCS.

3assBHUK a00 TMpeACTaBHUK 3asBHHMKA MOXKE BXKUTH 3aXOJIB IIOJ0 YCYHEHHS
BUSBJICHUX HEBIAMOBIIHOCTEH, SKI CTaJdd IIJICTABOIO JJIS BIAMOBH Yy BHJadYl
cepTudikata JIKapchbkoro 3aco0y, abo 3asBU MNpo JIIEH3IMHUN cTaTyc, abo
ceptudikarta cepii JiKapchbKoro 3acoly, abo0 MIATBEPIKEHHS IS aKTUBHUX
(dbapMaleBTUYHUX IHIPEIIEHTIB, IO €KCIOPTYIOTHCS, Ta MOBTOPHO MOJATH 3asiBY Ta
ceprudikaiiitae 1ocke 10 Jepxmikemykou 3rigHo 3 um [lopsakom.

8. Y pazi BUSBICHHS ITi/1 4ac MPOBEJACHHS €KCTIEPTU3H 3T1THO 3 BAMOTAMH ITHOTO
[Topsinky HETOCTOBIPHOCTI MOJAHUX JaHUX, Jlepamkciay)6a mpoTaroMm 3 poOodrx
JTHIB 3 JTHS IPUMHSTTS PIIICHHS MUCHhbMOBO MOBIIOMJISIE 3asiBHUKA a00 MPECTaBHUKA
3asiBHMKA MPO BIIMOBY y BUaul cepTu(ikara JiKapchKoro 3acody, abo 3asBH Mpo
JieH31iHnM cTatyc abo cepTudikara cepii JikapchbKoro 3acoly, ado miATBEPHKEHHS
JUTSL aKTUBHUX (hapMaleBTUYHUX 1HTPEAIEHTIB, 1110 €KCTIOPTYIOTHCS.

9.V pasi, AKI10 M1/ yac MPOBEIECHHS eKCIePTU3U TOKYMEHTIB € 1H(popMarlis mpo
NPOBEJCHHS 1HCHEKTYBaHHA 3rigHO 3 llopsakoMm mNpoBeneHHS MiATBEPIKCHHS



BIJIMOBITHOCTI yMOB BUPOOHHWIITBA JIIKAPCHKUX 3aCO0IB BUMOTaM HAJIEKHOI
BUPOOHUYOI MPAKTHKH, 3aTBEPPKCHUM Haka3oM MiHICTepCTBa OXOPOHH 3I0POB’s
VYkpainu Big 27 rpynns 2012 poky Ne 1130, 3apeectpoBanum B MiHICTEpCTBI FOCTHIIIT
Vkpainu 21 ciunsa 2013 poky 3a Ne 133/22665 (y penakuii Hakazy MiHicTepcTBa
oxoponu 37m0poB’ss Ykpainu Big 09 depBrs 2020 poky Ne 1346) Ta/abo 3axomy
JIep’)KaBHOTO HArISIAy (KOHTPOJIIO) BIAMOBIAHO A0 JIIEH31WHUX YMOB MPOBAIKCHHS
rOCTIOAPChKOT  JISTIBHOCTI 3 BHPOOHMIITBA JIIKAPCHKUX 3aco0iB, ONTOBOI Ta
po3ApiOHOT TOPTIBIII JIIKAPCHKUMH 3ac00aMH, IMIIOPTY JIIKAPChKUX 3aco0iB (KpiM
aKTUBHUX (papMaleBTUUHHUX 1HTPEIEHTIB), 3aTBEPHKECHUX IMOCTaHOBOW KabiHeTry
MinictpiB Ykpainu Big 30 nucronaga 2016 poky Ne 929, excrieptuza moxxe OyTH
OpU3yNUHEHA JO0 NPUUHATTS pimeHHs JlepKiIikenyk000 3a pe3ylbTaTamu
NepeBIpKU BIJIMOBITHOCTI YMOB BUPOOHHMIITBA JIIKApChKUX 3aco0iB Bumoram GMP
a00 3ax0/1y AEP>KaBHOTO HArJsAy (KOHTPOJIIO).

10. V pa3i BiaMoBH y BHadi cepTudikaTa JiKapCchbKoro 3aco0y, abo 3asBH PO
JieH31iHNM cTaTyc, abo cepTudikara cepii JiKapchbKoro 3aco0y, abo miATBEepIKEHHS
JUISL aKTUBHUX (DapMalleBTUUHUX I1HTPEIIEHTIB, 10 E€KCHOPTYIOTHCS, BPAXOBYIOUHU
iH(opMaIil0 Tpo pe3yNbTaTh TMEPEBIPKU BIAMOBIIHOCTI YMOB BHUPOOHMIITBA
Jikapchkux 3aco0iB Bumoram GMP abo 3axoay aep)kaBHOTO HArjsiay (KOHTPOJIIO),
Hepxaikcinyx0a HaJCUIae MMCbMOBE MOBIJIOMJIEHHS MPO 1€ IO KpaiH-IMIOPTEPIB,
AK1 OynM 3a3HayeHl B 3asBi, Ta MOBIJOMHUTH MpO 1€ 3asBHHUKAa a00 MpeaCcTaBHUKA
3asiBHUKA.

11. 3a mUCHbMOBUM 3BEpPHEHHSIM 3asBHMKAa a00 MpeJCTaBHUKA 3asBHUKA 0
Hepsxaikcnyx0u 3asiBa mpo Buauy cepTrdikara JiKapchKoro 3acody, ado 3asBu Mpo
JEH31MHUI cTaTyc, ado cepTudikata cepii JlikapchbKOro 3aco0y, abo MiITBEpHKEHHS
JUISl aKTUBHUX (hapMalleBTUYHUX 1HTPEIIEHTIB, 10 EKCIOPTYIOThCS, 3aJIUIIAETHCS
0e3 po3rsIay.

12. Ceptudikar mgikapcbkoro 3aco0y, 3asiBa Npo JIEH3IWHUA cTaTyc,
ceptudikaT cepii JiKapchbKOro 3acoOy, MIATBEPKCHHS JUJII  aKTUBHUX
dbapMareBTUYHUX THTPEIIEHTIB, MO0 EKCIOPTYIOTHCS, OPOPMIISIOTHCS YKPATHCHKOIO
Ta aHTJIIICHKOI0 MOBAMHU.

13.V pasi Bumadi Ha JIeKiIbKa KpaiH-IMIOPTEPIB, 3TITHO 3 MOJAHOI 3asBOIO,
cepTudikara JKapchbKoro 3aco0y, 3asBH Mpo JiLEH31iHUI cTatyc, cepTudikaTy cepii
JIKApChKOTro 3ac00y, MIATBEPAKECHHS Il aKTUBHUX (hapMalleBTUYHUX 1HTPEIIEHTIB,
10 €KCHOPTYIOTHCSA, BOHU 0(hOPMIISIIOTHCS B KIJIBKOCTI TPUMIPHUKIB, 1110 BIOBIIA€E
KUTBKOCT1 KpaiH-IMIOPTEPIB.
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14. lna mpoBedeHHS EKCHEpTH3H, Ja0OpaTOPHOTO KOHTPOJIO  SIKOCTI
JiKapCchKUX 3aco0iB  JIepKIIKCIY)KO0I0 MOXKYTh 3allydaTHUCS YCTAaHOBH Ta
oprasizariii, 1o HaJIeXXaTh J0 chepu yrnpaBiiHHS JepKIikciTykO0u, OKpeMi BUeHI Ta
daxiBi (3a iX 3roj1010).

15. YV pasi BiICyTHOCTI PEECTPAIITHOTO TMOCBITYEHHS HA JIIKApChKUN 3aci0 B
VYkpaiHi, TpUYMHA 3a3HAYAETHCSA 3aABHUKOM Yy 3asiBI Npo BHUIady cepTudikarta
JKapChKOTo 3aco0y BiAMOBITHO 10 goAaTka 4 1o mporo [opsnky.

[Ipu mpoBeAeHHI eKCHEPTU3U CcepTU(]IKAIIITHOTO AOChE Ha JIIKAPChKUM 3acio,
SKUH HE 3apeecTpoBanuii B YkpaiHi, [lepxiikciryx0a abo ycTaHoBa, OpraHizaliis, 1110
Hajexatb 0 cepu ynpapiiHHg JlepkiTikcy:k0u, MOKe 3alUTaTH B 3asiBHUKA a0o
IpeCcTaBHUKA 3asiBHUKA JIOJIATKOB1 MaTepialiv, JOKYMEHTH HIOJ0 SIKOCT1, XIMIYHOT,
(dapmaneBTUYHOI Ta O10JIOTIYHOI 1H(pOpMALl MPO JIKAPChKHUM 3aci0, 10 MICTATH
XiMI4H1 Ta/ab0 O10JIOT1YHI Jil04l PEYOBUHU, 3 METOK MNPUHHATTA MOJATIBIIOTO
pillieHHs] 1[0JI0 BUAa4i abo BIAMOBHU y BHUAaudi cepTudikaTta JIIKapChbKOro 3acoly.
JIoKyMeHTH, 10AaTKOBI MaTepiany MOBUHHI OyTH HaAaHl npoTsaroM 60 KajdeHIapHUX
JTHIB TICIISL HAITPABJICHHS TaKOTo 3anuTy. Yac, HeoOX1JHUM 11 HaJaHHs 10JaTKOBUX
MaTepiaiaiB 3asBHUKOM ab0 MPEICTABHUKOM 3asBHHKA, HE BKJIIIOYAETHCS 10 CTPOKIB
MIPOBE/ICHHS €KCIIEPTHU3U.

VY pa3l BCTaHOBJEHHS MiJ Yac EKCHEePTU3H CcepTU(DIKALINHOIO JO0ChEe Ha
JIKapChKUI 3aci0, KU HE 3apeecTpoBaHMU B YKpaiHi, ()akTiB, sIKI CBIIYATh MPO
MOXJIMBI PU3UKH I0JI0 SIKOCTI 1HIIUX JIIKAPCHKUX 3aC001B, 110 BUPOOJISIIOTHCS Ha 111
BUPOOHUYIN AUTBHULI Ta/a00 BUpOOHUYIH JiHI1, sika BianoBigae Bumoram GMP ta ne
3aIJIaHOBAHO BUPOOHUIITBO HE 3apEECTPOBAHOTO B YKpaiHI JIKapChKOro 3acoly,
PU3UKIB II0JI0 BUHUKHEHHS MEPEXPECHOI KOHTaMiHAIll MpU BUPOOHUIITBI IIHOTO
JiKapcbkoro 3acody, Jepkimikcay:k0010 MoOxe OyTH NPUHHATO PIIMICHHS 1100
BIJIMOBH y BUJaul cepTU(diKaTa JiKapchbKoro 3aco0y.

16. YV pa3i fKIo NpoTIroM CTPOKY il peecTpalifHOro MOCBIIYEHHS B Y KpaiHi
Ha JIIKapChKUIl 3aci0 BHOCATHCS 3MIHM, 3asBHUK a00 MPEACTaBHUK 3asBHUKA MOXKE
3BepHYTHUCA 10 Jlepkiikciyk0u 3 BIAMOBITHOO 3asBOI0 Ha OTPUMAaHHS cepTudikaTta
JiKapchKoro 3aco0y, abo 3asBHW PO JNEH31WHUN cTraryc abo ceptudikaTta cepii
JIKapchKoro 3aco0y, a0o MmATBEp/UKEHHS [JI1 aKTUBHUX (DapMaleBTHYHUX
IHTPEJIIEHTIB, MO €KCIOPTYIOTHCA.

17. 3asBHUK abo0 MpPENCTaBHUK 3asiBHUKA B pa3l HEOOXIAHOCTI MOXYTh
3BepHyTUCS 110 JlepkiikenyxOu 13 3asBOI0 Ha BUJAdy cepTu(dikarta JiKapChKOro
3aco0y, abo 3adBM PO JIUEH31MHUI cTaTyc, abo ceprudikara cepii JIKapChKOro
3aco0y, ab0 MIATBEP/KEHHS AJi1 aKTHUBHUX (DapMaleBTUYHUX IHTPEIIEHTIB, IO
eKCIOPTYIOThCS, AJISl JIIKAPChKOTO 3aco0y, Ha sIKUW Bxke Oylio BUIAHO cepTudikar
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JiKapchKoro 3aco0y, a0o 3asBy Mpo JIEH3IWHUN cTaTyc, abo ceptudikar cepii
Jikapchkoro 3aco0y, a0o MIATBEpP/UKEHHS Uil aKTUBHUX (papMarieBTUUHHUX
IHTPEIIEHTIB, IO €KCIIOPTYIOTHCS, /11 BU3HAUCHOI Y 3as1B1 KpaiHU-IMIIOpTEepa.

18. Jluctu 3asBHUKIB, HampaBieHl Jlepxmikciyx0i, a TakoX JHUCTH
Jepxmikcmnyx0u, aapecoBaHi 3asiBHUKaM, cepTHU(IKATH JIKAPCbKOTo 3aco0y, 3asBU
npo JIEH31HHUN cTatyc, cepTuikaTi cepii JKapcbKoro 3acoly, MiATBEPIKCHHS
JUIS  aKTUBHUX (DapManeBTUUYHUX 1HTPEIIEHTIB, IO EKCHOPTYIOTHCA, MOXYTh
HaJIaBaTHUCS B €JICKTPOHHIN HopMi.

19. V pasi BrpaTu ceptudikara Jikapcbkoro 3aco0y, ado 3asiBu Mpo JileH31HHUN
cratyc, abo ceprudikara cepii JKapchkoro 3aco0y, abo MiATBEPHKEHHS IS
aKTUBHUX (hapMalleBTUYHUX 1HTPEIIEHTIB, IO €KCIOPTYIOThCS, [epxiaikciy k0010
MOXe OyTH BHJAHUW AyONiKaT 3a 3allUTOM 3asBHHKA a00 KOMIIETEHTHOTO OpraHy
KpaiHU-IMIIOpTEpA.

20. BupoOHHK JiKapchbKOro 3aco0y, pO3TallloBaHHW Ha TepuTopii YKpaiHu,
MEPIIOTo YKUCIIA KOXKHOTO MIBPIUYs MPOTATOM YChOT'O TEPMIHY JI1i cepTudikara skoCTi
JIKapChKUX 3ac001B JJISI MIKHAPOJHOI TOPTIBJII Ta MIATBEPKEHHS Ui aKTUBHHUX
dbapMalneBTUYHUX 1HTPEIIEHTIB, 110 E€KCHOPTYIOThCA, Hamae 10 Jlepiikciyxou
1H(pOpMaIIiI0 PO BUBE3EHHS JIIKAPCHKUX 3aC001B Ta BUPOOHMIITBO 3 METOIO EKCIIOPTY
JiKapchKHX 3aco0iB (X Ha3Ba, HOMEPH Cepiil, KPaiHU-IMIIOPTEPU TOLIO).

II1. Ctpoxku npoBeaeHHs npoueaypu ceprudikamii AKOCTI JIKAPCHLKUX
3ac00iB /151 MIZKHAPOJAHOI TOPTiBJIi Ta MiATBEPAKEHHS /ISl AKTHBHUX
(apManeBTHYHUX IHTPEII€EHTIB, 0 EKCNOPTYHTHCH

1. ExcriepTiza JOKYMEHTIB, IO TPOBOAUTHCS Jlepkiikciy:k0010 3 METOIo
MEepeBIpKM  TOJAHHS TOBHOTO KOMIUIEKTY JOKYMEHTIB, BIAMOBIIHOCTI iX
3aKOHOJABCTBY, B TOMY 4MCI BHUMoraM 1poro llopsanaky, cTaHOBUTH He OLblie
30 xaneHgapHUX AHIB 3 JIHsI, HACTYITHOTO IICJIS JJaTHU peecTpallii BiAMOBIIHOI 3asBU.
Yac, HeoOXimHMN Il YCYHEHHS 3asSBHUKOM a00 TMpPEeJCTaBHUKOM 3asiBHUKA
BUSIBJICHMX HEBIAMOBIIHOCTEH Ta/ab0 Uil HAa/laHHS HEOOXIMHUX JOKYMEHTIB, HE
BKJIIOYAOTh J0 CTPOKIB IIPOBEJCHHS CKCIICPTHU3H.

2. Ilponienypa BimOOpy 3pa3KiB CTaHOBUTH HE Oubiie 10 pobounx AHIB 3 AaTH
peectpanii Jlepxkaikciayk0010 MHUCHMOBOTO 3BEpPHEHHS 3asBHMKA II0JI0 BiI0OPY
3pa3KiB.

3. JITaGopatopHuii aHai3 3pa3KiB, 10 OyJIU BiIOpaHi, Ma€ CTAHOBUTH HE OLIbIIIE
30 xaneHAapHUX JHIB 3 JHSI HAJIXOIDKEHHS BiliOpaHUX 3pa3KiB 10 JabopaTopii abo
CTpOKy, mependadenoro BiamoBimaumMu MK mikapcbkux 3aco6iB. Ilpu npomy
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HAsIBHICTh HEOOX1IHUX CTaHJApTHUX 3pa3KiB 3a0e3neuye 3asBHUK. Yac, moTpiOHMA
3asBHUKY JJIs1 3a0€e3MeUeHHs] CTaHJapTHUMHU 3pa3KaMM, HE BKIIOYAIOTH IO CTPOKIB
BUKOHAHHS JJa0OPaTOPHOTO aHATi3Yy.

4, OdbopmieHHs TIPOEKTy cepTudikara Jikapchbkoro 3acoOy/3asBH PO
JEH31MHNN cTatyc/cepTudikara cepii JIKapChbKOro 3acoOy/MiATBEPKCHHS IS
aKTUBHUX (papMalleBTUYHUX IHTPEIIEHTIB, IO EKCIIOPTYIOTHCS, CTAHOBUTH HE O1JIbIIIE
5 pobouux qHIB, 3 HACTYIHOTO JTHS MICJIA JaTH MPOBEICHHS €KCIIEPTU3H TIOKYMEHTIB
a00 OTpUMaHH pe3yJIbTaTiB JJa0OPATOPHOTO aHAII3Y.

5. IIpoexT ceprudikara gikapcbkoro 3acoOy/3asiBU TpO  JIIEH3IMHUIMA
cratyc/ceptudikara cepii JIKapChKOro 3acoOy/MATBEPIKCHHS JJI1 aKTUBHUX
(dapMaleBTUYHUX IHTPEAIEHTIB, IO E€KCHOPTYIOTHCS, HAJACHIAETHCA 3asBHUKY a0o0
IPEICTaBHUKY 3asiBHUKA €JIEKTPOHHOIO HOILITOIO abo 3acobamu
TEJIEKOMYHIKALIHOrO 3B’SI3Ky Ha Y3TOJKEHHSI pefakiiii Ta PEeKBI3UTIB. 3asBHHK
3acBIAYYE MIAMUCOM MPOEKTH LUX TOKYMEHTIB. Yac, moTpiOHUN 3asBHHUKY IJIs
MOTOPKEHHSI MPOEKTY, HE BKIIIOYAIOTh /IO CTPOKIB O(DOPMIICHHS Ta BUAAYI.

[Ticnst oTpuMaHHA MOTO/PKEHHS 3 OOKY 3asBHUKA a00 IMpeACTaBHUKA 3asBHUKA
ceprudikara JiKapchbKoro 3acoOy/3asiBU Mpo JIIEH31MHMUN cTaTyc/cepTudikara cepii
JKApChKOTO 3acO0y/MIATBEPKEHHS )1 aKTUBHUX (hapMalleBTUYHUX 1HTPEIIEHTIB,
[0 EKCHOPTYIOThCS, CTPOK OGOPMIICHHS JOKYMEHTY CTaHOBUTh HE Ouiblie 5
poOoUMX JHIB.

VY pasi BigcytHOCTI mpotaroM 30 KaJeHJapHUX JHIB TMOTOJKEHHS 3 OOKy
3asiBHUKA a0o0 TMpeACTaBHUKA 3asBHUKA TMPOEKTY cepTUdikaTa JIKapChKOTO
3aco0y/3asBM  TpO  JIIIEH3IMHUI  craTyc/ceptudikara cepii  JTIKapChKOTO
3acO0y/MIATBEP/DKEHHST ISl aKTUBHHX (DapMalleBTUUHUX 1HTPENIEHTIB, IO
EKCIIOPTYIOThCS, Jlepaumikciay0a TOBIAIOMIISIE 3asBHUKA abo MpejcTaBHUKA
3assBHUKA JJIS1 3HATTS 3asIBH 3 PO3TIIATY.

IV. O00B’s13km 3asiBHUKA Ta [epxiikcry:K0Ou
1. 3asiBHUK 3000B’I3aHUIA:

1) noTpuMyBaTHCS BUMOT MPOLEAYpH cepTU(iKallii SKOCTI JIKapChKUX 3aC001B
JUIST MIKHAPOJIHOI TOPTiBII Ta MIATBEPKCHHS [JIsi aKTUBHUX (DapMalieBTUUHHUX
IHTPEIIEHTIB, 110 EKCHOPTYIOThCA, B TOMY YHCII CTPOKIB HaJaHHS BIIIOBIICH,
HaJIaHHSI KOTH IOKYMEHTIB, JIOBIJIOK, BIJOMOCTEH Ta 3pa3KiB JIKapChKUX 3aCO0IB Ha
3anuT JIepKIKCIy>KO0M, yCTaHOBU Ta OpraHizaiii, Mo Hajaexartb 10 cdepu
ynpaBiiHHA JlepKaiKcmyk0u, 10 MOXKYTh 3aTy4aTHCS J0 MPOBEIECHHS €KCIIEPTH3H,
71a60paTOPHOTO KOHTPOJIIO SIKOCTI JIKAPCHKUX 3aC00i1B;
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2) HajaBaTH JOBIAKH, JOKYMEHTH, MaTepiajld, BIJIOMOCTI 3 IHTaHb, IO
BUHHUKAIOTh I Yac Mpoueaypu cepTudikaimii sKOCTi JIKapChbKUX 3aco0iB s
MDKHApOJHOT TOPTIBII Ta MATBEPKCHHS [IJI1 aKTUBHUX (hapMalleBTUUYHUX
IHTPETIEHTIB, IO EKCIIOPTYIOTHCS;

3) 3abe3meuyBat J1aboparopii CTaHTAPTHUMHU 3pa3KaMH I MPOBEICHHS
7abopaToOpHOTO aHami3dy, y pas3l TMOoJaHHSA 3asBM Ha BUAady ceptudikara cepii
JKapChKOT0 3ac00y.

2. lepxmikenyx0a, yCTaHOBM Ta oOprasisaiii, [0 Hajlexarb 10 cdepu
ynpaBmiHHS JlepkiikcinyxOu, okpemi BueHl Ta (axiBii, 10 3aTy4aroTbCs 0
IIPOBENICHHS €KCIEPTU3H, JAOOPATOPHOTO KOHTPOIIO SIKOCTI JIIKAPCHKUX 3aco01B,
3000B’s13aHi:

1) noTpuMyBaTHUCS CTPOKIB MPOBEICHHS €TAITIB MPOIETYyPH CEpTU(IKAITT SKOCTI
JIKapChKUX 3ac001B JJISI MIKHAPOJHOI TOPTIBJII Ta MIATBEPKEHHS Ui aKTUBHHUX
dbapmaneBTUYHUX IHTPEAIEHTIB, 10 EKCTIOPTYIOTHCS;

2) He POo3roJiolryBaTH KOH(DIAEHIIHHY iHpopMallio Ta iHpOpMaIlilo, IO €
KOMEPUINHOIO TAEMHULIEIO 3asBHUKA Ta/a00 BUPOOHHKA.

3. 3asiBHUK Ma€ TIPaBO OCKAp>KUTH pimeHHs, aii abo Oe3disubHICTh
Jepsxaikcinyx0u Ta ii mocaloBUX 0Ci0 y BCTAHOBIEHOMY 3aKOHOJIABCTBOM TOPSIIKY
I0JI0 TPOBEICHHS Tpoueaypu cepTudikaiii sKOCTI JIKapChKUX 3aco0iB IS
MDKHApOJIHOT TOPTIBII Ta MMATBEPKCHHS [JI1 aKTUBHUX (hapMareBTUYHUX
IHTPEAIEHTIB, IO EKCIIOPTYIOTHCS.

B.o. renepajbHoro qupexkropa lupexkropary
(papMmaneBTHYHOTO 3a0€3MeYEeHHA IBan 3A/IBOPHUX



