3ASAABA

Hopatok 1

Jo IlopsinKy ripoBesieHHs eKCIIepTHU3U
peecTpaLiHUX MaTepiasiB Ha JIiKapChKi
3acobu, 11]0 NIOZIAI0ThCS Ha Jlep>KaBHY
peecTpaLio (mepepeecTpariito), a TaKOX
eKCIIepTU3U MaTepiajiiB [P0 BHeCEHHS 3MiH
Jl0 peecTpaLiiHUX MaTepiasiB MPOTAroM Ail
peecTpaLjiiiHoro NocBiAueHHs

TIPO Jlep)KaBHY PeeCTparlito JIiKapcbKoro 3aco0y

[arta HagxopKeHHs 3asBU Ne
n " 20_ p OKy

Has3ga j1ikapcbKoro 3acody

Jiroua(i) peuoBuHa(u) ado
KOMOiHOBaHUM JTIKapChbKHH 3acid

Cuia(u) pii (no3yBaHHA)

JlikapcbKa ¢opma Ta ynakoBka

3agBHHUK

YnoBHoBa)keHa 0c00a, 110 BUCTYIA€E Bij] iMeHi
3aiBHUKA

S rapaHTyr0 JOCTOBIpHICTH Ta BiAmoBiZato 3a iHdopMmaliito, 1[0 MiCTUTBLCS y HaflaAHUX MaTtepianax

PeeCTpaLiiHOro OChE, BIAMOBIAHO A0 A0oAaTKa .

3rozfieH, 110 y pa3i HeHaZlaHHS MaTepiajliB peecTpal[iiHOTO [OChE TIPOTSITOM TPhOX MIiCSIL[iB
BiJITIOBiZIHO /10 Jo/laTKa ____ y pO3TJIszi 1ii€l 3asiBu Oy/ie BiMOBJIEHO.
Yci paHi ofep)kaHO 3asgBHUKOM B YCTaHOBJIEHOMY 3aKOHOZABCTBOM TIOPSZKY 1 He TMOPYLIYIOTb
rpaBa TPeThOi CTOPOHU, 3aXHILeHi aTeHTOM, CBiZJOLITBOM MPO 3HAK /1JIs1 TOBapiB Ta MOC/YT (MyHKTH

4.16 - 4.18 11poro AoaTKa).

TakoX LM TTiATBEPKYEThCS, 1110 BCi Tiepe0aueHi 36opu criyaueHo/6y/ie crijlaueHo BiZITIOBiIHO /10

BHMOTI" 3dKOHO/JaBCTBaA.

O [JopyueHHs [/ BeJleHHS IeperoBOPiB/MiANMCaHHS JOKYMEHTIB BiJl iMeHi 3asBHUKA J0a€TbCs

(nyHKT 4.4 11bOT0 AOJaTKaA).

Big imeHi 3assBHMKa

(nionuc)

(im'ss ma npizeuwje)
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(nocaoa)

1. 3AT'AJIBHI ITYHKTU 3AABU ITPO JEPKABHY PEECTPAIIIIO

1.1. 1Is 3asiBa moZa€eTHCA BiANIOBIJHO 0 TAKOTO:

ITpumimka. Po30in nosuHeH Oymu 3anoeHeHull 045 OyOb-SIKOi 3aseu, ykawouawouu 3aseu, HA SIKi €
NOCUNAHHSA Y YbOMY pPO30iii.

Y pa3i HajgaHHA 3asBM Ha BIJNOBIJHWW TUMN BWIyYalOThb TMepeJiK IHIIMX BUZIB 3asB, Ha SKi He
TIOLLIMPIOETHCA /laHa 3asiBa.

O IIOBHA I HE3AJIEXKHA 3ASIBA/ABTOHOMHA 3ASIBA

(] MeauuHui iMyHOOio/T0TiYHMI IpenapaTt
(ab3a1 COpOK M’ SITHUH Ta COPOK IIOCTHH O] Inmmmii TikapcbKuii 3acio

po3ainy II TTopsigky)

(HalaeTbCsl peecTpaljiliHe [OChE 3 aAMiHICTpaTUBHUMH, (apMalleBTUUHUMHM, [AOK/IiHIUHUMU Ta
K/IiIHIUHMMU JJaHUMU)

(0 HoBa firoua peuoBuHa (aasi - /IP)
Ipumimka. /[P He 3apeecmpoeaHa 8 YKpaiHi.
O Bigoma JIP

Ipumimka. TP 6yaa 3apeecmpogaHa pauiuie.

O 3ASIBA HA JIIKAPCBKWH 3ACIB, IKUH MAE JOBPE BUBUEHE MEJUYHE
3ACTOCYBAHHA

(HaflaeThCs peecTpalliiiHe [JOCbe 3 TIOBHUMM aJMiHiCTpaTUBHMMHU, (papMalleBTUUHUMU JaHUMM Ta
JTOK/IaTHOI0 HayKoBOO bGibmiorpadieto, 110 cBiqunTh 1po edeKTHUBHICTL Ta 6e3reKy Zirouoi peuoBUHU
(3rimHO 3 BUMoramu po3sziiiB IX ta X Ilopsagky).

O 3AABA ITH®GOPMOBAHOI 310

(HajaeTbCcs peecTpaljiliHe [OChE 3 aAMiHICTPAaTUBHUMHY, (PapMalleBTUUHUMM, [AOK/IiHIUHUMM Ta
K/IIHIYHMMWA [JaHUMWA pa3oM 3i 3ro/l0r0 BJIACHUKA PEECTPALiiHOrO MOCBiAUEHHS 3apeecTpOBaHOI0
paHiliie JlikapcbKoro 3aco0y BUKOPHCTOBYBATH Moro (apMalieBTUUHi, AOK/IiHIUHI Ta KIiHiUHi faHi)

(0 Meauunuii iMmyHoGio/toriuHuii nmpenapar
(ab3a1y COpOK I’ SITUI Ta COPOK IIOCTUM O Inmmi TikapcbKui 3acio

po3ainy II TTopsigky)

ITpumimka. 3apeecmposaHutl sikapcbkulli 3aci6 i 3asea iH¢opmosaHoi 3200u MOXCymb mamu K
00H020, Max i pisHoeo(ux) enacHuka(is) peecmpayiliHo2o NoCceioueHHs.
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3apeecTpoBaHMi JIiIKapChKUH 3acio:

Ha3Ba JIiKapchKOro 3aco0y, cuma fii, TikapcbKa
dbopma

BJIACHMK PeECTPALIiMHOr0 MOCBIJUeHHs

HOMep(U) peecTpaLiiiHOro MocBiAueHHs

O [Hopaiite iHGopmMoBaHy 3rofly BJaCHHMKAa peECTpAl[ifHOrO TMOCBiJUeHHs Ha 3apeeCcTpOBaHUM
nikapceKui 3acib (myHKT 4.2 1[b0T0 0/aTKa).

0 3AIBA HA TEHEPUYHWH JIIKAPCHEKUM 3ACIB
0O OfHOKOMIIOHEeHTHUM 00 BaraToKOMIoHeHTHUM
(Haf@a€eTbCs peecTpaljiiiHe [OCbe€ 3 aJMiHICTpaTUBHMMHY, (apMal[eBTUUYHUMU JaHUMHM, YK/IHOYarouu

eKBiBaJIeHTHICTb /10 pedepeHTHOro JIiKapChbKOrO 3aco0y, AOKTiHIUHUMU (JTiTepaTypHUN OT/si) Ta
K/IiHiUHUMM (BJ/lacHi fJaHi abo smiTepaTypHUM OrJisig*) AaHUMM (3rifHO 3 BUMoramu posfiniB IX ta X

[Topsaaxky)

* 3anedxrcno 6id aikapcbkoi hopmu.
PedepenTHMI STiKapchKU 3acio:

Ha3Ba JIiKapCchKOro 3aco0y, cuma fii, TikapcbKa
hopma;

BJIACHWK PeECTPALitHOTO MOCBiZiUeHHS;

HOMep(1) peeCcTpaLliiHOTO MOCBiTUeHHSs

Jlikapchkuii 3acib, 110 BHUKOPHUCTOBYBaBCA Y [MAOCTi[KEHHSIX eKBiBaJIeHTHOCTi (KIIO Taki
MPOBOJIUJIUCS):

Ha3Ba JIikapchKoro 3aco0y, cua fiii, TikapchKa
hopma;

BJIACHMK PeECTPALitHOTO TOCBiZiUeHHS;
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HOMep(1) peeCcTpaLliiHOTO MOCBiTUeHHSs

IIpumimka. Po30in  HeoOxiOHO 3anoeHogamu 045 KOJMCHO20 /IKAPCbKO20 — 3dacoby, wo
8UKOPUCMOBYBABCS Y 00CAIOHCEHHSX eK8iea1eHMHOCMI.

[0 3ASIBA HA ITOJAIEHUM BIOJIOT TYHUN JIIKAPCHKWH 3ACIB (BIOCUMIJISIP)

(0 Meguunuii imyHoOGio1oriunmii mpemnapar
(ab3a1 COpOK M’SITUM Ta COPOK IIOCTHH O] Tnmmii TikapcbKuii 3acio

po3ainy II TTopsigky)
(HalaeTbCsl peecTpallifiHe [0CbE€ 3 TIOBHUMH a/IMiHICTpaTUBHUMH, (papMalleBTUUHUMH, XiMiUyHUMHU,
OiosloTiyHMMK JJTAHMMW Ta BiAMOBiAHI faHi, 10 TiATBEPPKYIOTh HA/NEKHUN piBeHb Oe3MeKku
(TokcukonoriuHi um iHmn gokniHiuHI faHi) Ta edekTuBHOCTI (K/IiHiuHI fgaHi (3rifHO 3 BHUMOramu
po3ziniB IX ta X ITopsgky).
PedepentHuii 6iosoriuHmii TiKapcbKuii 3acio:

Ha3Ba JIikapchKoro 3aco0y, cuia fiii, TikapchKa

dbopma

BJIACHWK PeeCTPAL{iMHOr0 MOCBIJYeHHs

HOMep(1) peeCcTpaLliiHOTO MOCBiJUeHHs

BigMiHHOCTI MTOpiBHSHO i3 pedepeHTHHUM 0i0IOTiUHUM JTIKAPCHKUM 3aC000M (SIKIIIO TaKi €):
O BiiMiHHOCTI y BUxigHOMY(1X) MaTepiani(ax);

O BifMiHHOCTI Yy BUpOOHHMYOMY TpOLieci;

(] iHIlIe TepareBTUYHe 3aCTOCYBaHHS;

O BigmMiHHOCTI y JikapchKili hopwmi;

O inma(i) cuna(u) aii (kinbkicHi 3minu P);
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O inmmii crioci6(o6m) BBeeHHS;

OJ iHLi BigAMIHHOCTI

OT'IBPUJHA 3AIBA

(Y Bumazkax, KOJIM JiKapCbKui 3acib He mifragae i/ BU3HaUeHHsS reHepUYHOI0 JIiIKapchbKoro 3acofy,
ab0 Ko/ Gi0eKBiBa/IeHTHICTh He MOKe OYTH TIPO/IEMOHCTPOBAHA ITifl Yac AOCTiKeHb 0i0Z0CTYITHOCTI,
abo y BUMa/Ky BiZMiHHOCTel y [itodiii peuoBWHI, Z03yBaHHi, JiKapChKii (opMi, LIISIXy BBe/eHHS
TOLIO HAJAKTbCS  MaTepiaJii  peecTpalilHOrO  [JOChE€ 3 TOBHUMM  aJMIiHICTPaTUBHHMHU,
dapMalleBTUUHUMM JaHUMH Ta Mogaysi 4 Ta 5, y SIKMX MICTIThCS 3BiTH PO 0OMeKeHi AOK/IiHIUHI
JOCITiZPKeHHST Ta K/TiHiYHI BUTIPOOYBaHHS, 1110 TIPOBO/IMIMCS 3asBHUKOM, i 6i6miorpadiuni mocunanHs.

3apeecTpoBaHMI JIIKAPCHKUH 3acio:

Ha3Ba JIiKapchKOro 3aco0y, cuma fii, TikapcbKa
hopma;

BJIACHMK PeECTPALitHOTO MOCBiZiUeHHS;

HOoMep(1) peecTpaLliiHOTO MOCBiTueHHs

BigMiHHOCTI MOPiBHSIHO i3 3apeeCcTpOBaHUM JTiKapCHKUM 3aC000M:
O inmia mikapcbka dopma;

O inwa(i) cuna(n) aii (kinbkicHi 3minu [1P);

O iHmmii crioci6(o6u) BBeIeHHS;

O inia apmMakoKiHeTHKa (YK/IHOUAtOuH iHITy 6i0I0CTYTIHICTh);

(] iHIlIe TepareBTUYHe 3aCTOCYBaHHS;

OJ iHLi BigAMIHHOCTI

0 3AfIBA HA ®IKCOBAHY KOMBIHAIIIIO

(HalaeTbCcs  peecTpaljiliHe [OChE 3 a/MiHICTPaTUBHUMH, (apMalleBTUUHUMM, [AOK/IiHIUHUMU Ta
KITIHIYHUMH JaHUMH TiTBKY 10710 i€l KoMOiHarii (3rigHo 3 BuMoramu po3zinie IX Ta X TTopsiaky).
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[03ASIBA HA JIIKAPCHKHH 3ACIE 3 TPOAYKIJII IN BULK

(] MeauuHui iMyHO0i0/10riYHUI penapaT
(ab3a1 COpOK I’ SITHI Ta COPOK IIOCTUH O Inmmii ikapcbKui 3acio

po3ainy II TTopsigky)
(HalaeThCS peecTpalliiiHe 10Ch€ 3 aMiHiICTPaTUBHUMHU, (apMaLleBTUYHUMH (BUPOOHMKA MPOAYKLi in
bulk, nonoBHeHVMYU IOKYMeHTALli€l0 BUPOOHUKA I[0JI0 CTafiH, sIKi HUIM BUKOHYIOTbCS), ZOK/TiHIUHUMHU
(BupobOHuKa mpoaykuii in bulk) Ta kniHiuHUMU (BUpOOHMKA Mpoaykuii in bulk) manuMu (3rigHo 3
BrMoramu po3ziiiB IX ta X ITopsaky)
[0 3ASIBA HA 3MIHU, 11O ITIOTPEBYIOTH HOBOI PEECTPAIIIL

(Hafar0THCS BiATIOBIAHI pO3/id MaTepiasiiB peecTpaliiHOTO JOChE, sIKi 0OTPYHTOBYIOTh YKa3aHi 3MiHH,
1 € JoCTaTHIMY /1711 IPOBEJIeHHsI eKCTIepTU3N)

[To3HaunTH HEOOXimHe:
. 3MiHM aKTMBHHMX PEYOBHH:

[J 3aMiHa aKTHMBHOI pPeYOBMHM Ha iHIIy Ciflb, edip, MOXifHY TOILIO 3a YMOBH, 1110 XapaKTepUCTUKH, SKi
BU3HAYAIOTh CITiBBiJHOLIIEHHS KOPUCTL/PU3UK, CYTTEBO He Bi/Ipi3HAIOTLCA BiJ] 3apeECTPOBaHUX;

(] BUKOPUCTaHHS iHIIMX i30MepiB abo 3MiHa i30MepHOTO CKIafYy;

() He3HAUHi 3MiHM MOJIEKYJISIPHOI CTPYKTYPU PEUOBUH 0i0/I0TiYHOTO TTOXO/PKEeHHS 38 BUHSATKOM 3MiHU B
aKTUBHiY PeUOBUHI BaKI[UH /1/1s1 TPOGiAKTUKY TPUITY;

O 3MiHa BeKTOpa, SIKW{ BUKOPUCTOBYETHCS [/Isi BUPOOHMIITBA aHTHreHa abo BUXiZHOTO Matepiany,
BK/IIOYAlOUM HOBUM TOMOBHUM OaHK KIIITMH BijJ IHINOTO /pKepesa, SIKI[O XapaKTePUCTUKH, SKi
BU3HAYAIOTh CITIBBi/JHOLIIEHHS KOPUCTL/PU3UK, CYTTEBO He Bi/Ipi3HAIOTLCA BiJ] 3apeeCTPOBaHUX;

[0 HOBWI JiiraHy, abo MexaHi3M 3'€HaHHS [y pafiodapMal|eBTUUHOTO JIIKAapChKOTO 3acoly, SKIIO
XapaKTepUCTUKH, SIKi BU3HAUalOTh CITiBBiJHOLLEHHSI KOPWUCTH/PU3UK, CYTTEBO He BiJPi3HSIOTHCSA BiJ
3apeeCTPOBaHUX;

(] 3aCTOCYBaHHS iHIIIMX €KCTpareHTiB abo CITiBBiIHOIIEHHSI POC/IMHHA JliIKapChbKa CHPOBUHA/POCTUHHHUM
nperiapat /il POCJAMHHOTO JIiKAPCbKOrO 3aco0y, SIKIO0 XapaKTepUCTHKH, sIKi BH3HAYalOTh
CITiBBi/JHOLLIEHHS KOPUCTL/PU3KUK, CYTTEBO He Bi/IPI3HAKOTHCA BiJ| 3apeeCTpPOBaHUX.

o 3MiHu cum Jii, TiKapcbKoi (popMu Ta croco0y 3aCToCyBaHHSA:

(] 3MiHa 6i0OCTYITHOCTI;

0 3miHa (hapMaKOKiHeTUKHY;

[ 3MiHa ab0 BBe/IeHHS 0/IaTKOBOTO A0O3yBaHHS JIiKapChKOTo 3aco0y (0aTKOBa [j03a);

[0 3miHa abo foaBaHHS HOBOI JTiIKapChKOi (hopmu;
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[0 3miHa abo fozaBaHHS HOBOrO ILIIAXY BBefeHHs (f/11 IapeHTepalbHUX (GOPM Yy 3B'A3KYy 3
BiIMiHHOCTSIMU B eeKTUBHOCTI Ta Oe3rewi JiKapchKoro 3aco0y TpH BHYTpilIHbOApTepiasbHOMY,
BHYTPilLIHBOBEHHOMY, BHYTPIIIHbOM'SI30BOMY Ta IHIIMX LUIAXaX BBeZEHH:).

JlikapchKuii 3acib, 3apeecTpoBaHuii B YKpaiHi, /10 SKOTO BHOCATBCS BiJITIOBiHI 3MiHU

Ha3Ba JIikapchKoro 3aco0y, cusa fiii, TikapchKa
hopma;

BJIACHMK PeECTPALitHOTO TIOCBiiUeHHS;

HOMep(1) PeeCcTpaLiiHOTO MOCBiJUeHHs

0O 3ASAIBA HA ITPEITAPAT OBMEJXEHOI'O 3ACTOCYBAHHS (ITPEITAPAT-CHMPOTA)

(0 Meauunuii imyHoGio/toriuHuii npemnapar
(ab3a1 COpOK I’ SITHI Ta COPOK IIOCTUH O Inmmii TikapcbKui 3acio
po3ainy II TTopsigky)

1. Yu HajaHo TiKapcbKOMY 3aco0y cTaryc mpernapaTry o0Me)XeHOro 3acTocyBaHHs (mpemapary-
CHUPOTH)

O Hi
O Y npoueci po3ryisgy
O Tak

Jara

peecTpaLiiiHiii HOMep TperapaTy 0OMe)KeHOro
3aCTOCyBaHHs (Tpernapary-CcUpOTH)

00 BigMoB/IeHO y TIPUCBOEHHI CTATyCy Tperapary oOMeXXeHOro 3aCTOCYBaHHS (TIperapary-CHUpOTH)
Jara

HOMep pillleHHs
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[J 3asiBy Ha MPUCBOEHHS CTaTyCy BiJK/IMKAHO

Jata

HopaiiTe Komito pillleHHS L[OJ0 TPHUCBOEHHS CTATyCy TIperapary 0OMe)KeHOTO 3acTOCyBaHHS
(mpemnapaty-cupoTH) (SIKIo €) (MyHKT 4.15 1boro AojaTka).

2. OCOBJIMUBI ITYHKTHU 3AABUA ITPO AEP)XKABHY PEECTPAILIIIO

2.1. Ha3Ba 1a Kog ATX

2.1.1. Ha3Ba /1ikapCcbKOro 3acooy

2.1.2. Ha3ea /IP a6o ckiaj (yKa3aTH)

Ipumimka. Tirbku o00Ha Haszea noeuHHa Oymu HaeedeHa 6 makomy nopsioKy: MidxcHapooHa
HenameHmoeaHa Hazea (dani - MHH)*, /lepaycagHa ¢papmakones YkpaiHu (Oani — [J®DY), €sponelicbka
¢apmakones, 3aeanbHONpuliHIMa HA368a, HaAykoea (XimiuHa) Hasea.

* Ha3zey Oitouoi peuosuHu HeobXxiOHO 8kazyeamu 3a ii pekomeHOoosaHoww MHH 3 ykazauHsm ii cosell abo
eiopamHoi ¢popmu, sKWj0 He0bXiOHO

2.1.3. ®apmakoTepaneBTUYHA rpymna (BUKoOpUcToBYyiTe fitounii ko ATX)

Kog ATX I'pyna

sIkmio kog ATX He IPUCBOEHO, 3a3HauTe Yu Oyria To/JjaHa 3asiBa Ha NMPUCBOEHHs Koay ATX

MamoHok 1

2.2. Cuna pii (mo3yBaHH#), JiKapcbKa ¢opMa Ta yNnakoBKa, IUISIX BBe/leHHsI, 00'eM KOHTelHepa
Ta po3Mip yNaKoOBKH

2.2.1. Cuna pii (no3yBaHHs) i 1ikapcbka ¢opma
(BUKOpUCTOBYHTe Tepestik ctaHAapTHUX TepMiHiB IDY abo €pponelicbkoi papmakoriel)

Jlikapceka gopma
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MHiroua(i) peuoBuna(u) abo KomMOiHOBaHMIH
JiKapCcbLKUH 3acio

Cuna(u) pii (Ao3yBaHHs)

2.2.2. Illnsx(u) BBejeHHs (BUKOPUCTOBYMTE TepesiiK cTaHgapTHUX TepMiHiB [JPY abo €BponeiicbKoi
dapmakore)

2.2.3. YnakoBKa: KOHTelHep, YKyNlOplOBa/JIbHa CHCTeMa Ta MPUCTPOI J/iA BBe/leHHs, YK/IHYa0uu OM1UC
Marepiany, 3 SIKOTO BOHH BHIOTOBJIeHi (BUKODHCTOBYHTe TiepesiK CTaHAapTHUX TepMmiHiB [®Y abo
€Bporelicbkoi apmakorel)

JI/Is1 KOXKHOTO BHAY YIIAKOBKH BKaXIiTh:

2.2.3.1. Po3Mip(#) yrmakoBKH.

2.2.3.2. TIporioHOBaHWM TepPMiH MTPUAATHOCTI.

2.2.3.3. IIporioHOBaHWl TePMiH MPUAATHOCTI (TIiC/Is1 epIoro PO3KPUTTS YIIaKOBKU/KOHTeHepa).
2.2.3.4. TIporioHOBaHW TepMiH TIPUaTHOCTI (TTic/is BiTHOB/IEHHS/PO3UMHEHHs ab0 PO3Be/IeHHS).
2.2.3.5. TIporoHoBaHi ymMoBU 30epiraHHsi.

2.2.3.6. ITporoHoBaHi ymMoBU 30epiraHHsi MiC/isi TIepPIIOro PO3KPUTTS YIIaKOBKH.

[HopatiTe npomno3uLii ;0 MapKyBaHHS Ha yMakoBLi (MyHKT 4.14 1jb0oro f0/1aTKa)
2.3. [IpaBoBwuii cTaTyc

2.3.1. [TponnoHoBaHa KaTeropisi BimycKy:
3a peLernToM
6e3 perjenTa

TIJILKM B YMOBAaX CTal[iOHapy

2.3.2. Ina nmikapcbKUX 3aco0iB, MPOMOHOBAaHMX /I PeLieNTYPHOr0 BifAMyCKy, 3asBHUK HaJa€ CBOI
MPOMO3uLlil 1[0/I0 KaTeropii BiJIycKy JiKapCchbKoro 3aco0y, OZJHaK TpaBO BH3HAUaTH KaTeropilo BiJmycKy
3anviuaeTbes 328 MO3 Ykpainu 3 ypaxyBaHHSIM BUMOT Haka3dy MiHicTepcTBa OXOPOHM 3[J0pPOB’s1 YKpaiHU Bif
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17 tpaBns 2001 poky Ne 185 «IIpo 3aTBepykeHHs1 KpUTEPIiiB BU3HAUEHHSI KaTeropii BiJllyCKy J1iKapChbKUX
3acobiB», 3apeectpoBaHoro y MiHicrepctsi toctunii Ykpainu 31 tpaBas 2001 poky 3a Ne 464/5655.

2.3.3. IIpono3umii 110/10 peK/1aMyBaHHS JTIKapCbKUX 3aco0iB, 10 BiAIlyCKaTHCs 03 perenra:
peK/laMyBaHHs TUIbKU Cepeji MeJUYHUX NPaLjiBHUKIB

peK/iaMyBaHHS /1Jis1 Hace/leHHs1 Ta MeJUYHUX MpaLliBHUKIB

2.4. 3asBHUK (B/IaCHHK Pe€CTPaLiiiHOr0 MOCBiueHHs)/KOHTAaKTHi 0C00H
2.4.1. 3asaBHUK (B/IaCHUK Pee€CcTparjiiHOro NMoCBi{YeHHs):
HaliMeHyBaHHSI FOpUAUYHOI 0cobu abo Tipi3BuIIie,
iM’s1, o 6aTbKOBI (i3ruHOI 0COOU - TiATIPUEMLIST

MiCIie3HaX0/PKEeHHS FOPUIUUHOI 0cobu abo Miclie
TPOKUBaHHS (i3nUHOT 0COOH - ITiTIPUEMLIS

KpaiHa

TenedoH/dakc

e-mail

2.4.2. TlpeacTaBHMK 3asiBHMKA (YIIOBHOBa)kKeHa 0Cc00a, 1[0 BUCTYIIAE Bij| iMeHi 3asiBHUKA):

Tpi3BULLe, iM'sl, IO 6aTHKOBi YITOBHOBa)Ke€HOT
0co0u TIpe/iCTaBHYKA 3asiBHUKA

HallMeHyBaHHsI I0PUIUYHOI 0cobu abo mipi3BwiIle,
iM’s1, 10 6aTHKOBI (i3uyHOT 0COOU - MiATIPUEMLIS

MiCI[e3Hax0/PKeHHsI FOpUAUYHOI 0cobu abo Micije
TIPO>KUBaHHS (Pi3UUHOI 0COOU - MiIIPUEMLIS

KpaiHa

TenedoH/dakc

e-mail

Y pasi 3aroBHeHHs LJbOr0 MYHKTY JoAaulTe Jopy4YeHHs (TTyHKT 4.4 1jbOro J0JaTKa).
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2.4.3. TlpeacTaBHUK 3asBHUKa (YNMOBHOBa)keHa 0c00a, 10 BHCTYMA€ Bij iMeHi 3asgBHHKA) MiC/IA
peecTpauii TikapcbKoro 3acoly, IKII[0 BOHHM BiMiHHI Bi/j BU3HAUE€HHMX Yy MyHKTi 2.4.2:

Tipi3BUIIIe, iM'sl, 110 OaTHKOBI YIIOBHOBa)KEHOI

ocobu mpe/icTaBHUKA 3asiBHUKA

HaliMeHYBaHHs IOpHUAUYHOI 0cobu abo Tipi3BuIIie,
iM’s1, o 6aThKOBI (hizruHOI 0COOU - T ATIPHUEMIST

MiCIie3HaXO/PKEHHS FOPUAUUHOI 0cobu abo Miclie
NPOKKMBaHHS (hi3UUHOI 0COOH - MiANPUEMIIS

TenedoH/dakc

e-mail

Y pasi 3amoBHeHHSs LIbOTO MYHKTY /0/iaiiTe Jopy4yeHHs (MyHKT 4.4 1[bOro J0/aTKa).

2.4.4. YnoBHOBa)keHa KBaJtipikoBaHa oco0a 3asiBHHKaA, BijloBija/ibHa 3a (apMakoHarisazg:
nipi3BuIIe, iM'st KBastihikoBaHOT 0COOM 3asiBHUKa,
Bi/IMOBi1a/IbHOT 3a (hapMaKoHar sz

HallMeHyBaHHsI I0PUIUYHOI 0cobu abo mpi3Buille,
iM’s1, o 6aThKOBI (hizuuHOT 0COOU - T ATIPHUEMIST
(3asiBHUKA)

MiCI[e3Hax0/PKeHHsI FOPUIUYHOI 0cobu abo Micije
TIPO>KUBaHHSA (Pi3UUHOI 0COOM - MiIPUEMLIS
(3asiBHUKA)

KpaiHa
1{io000BMH TenedoH/dakc

e-mail

HNoparite  GiorpadiuHy [JOBiAKY yIIOBHOBa)keHOI KBastiikoBaHOi 0cobu, BiAmoBiganbHOI  3a
tapmakoHarisiy (MyHKT 4.5 1[bOro Jo/jaTKa), Ta TapaHTiiHUM JUCT 3asiBHUKA (MYHKT 4.21 11bOTo A0JaTKa).

YKaxiTb Miclle TIPOKMBAHHS YTIOBHOBa)keHOI KBamiikoBaHOi 0coOM 3asiBHMKA, BiJAMOBiZaabHOI 3a
(hapmakoHarsij

2.4.5. YnoBHoBa)KeHa KBastidikoBaHa oco0a 3asiBHHKA B YKpaiHi A1 3ilicHeHHs apMaKoHArasgy,
AIKIII0 BOHA BijMiHHA Bi/| 3a3HaueHoi y MyHKTi 2.4.4:

TIpi3BHILe, iM's1, IO 6ATHKOBi YIIOBHOBa)KE€HOI

KBasTihikoBaHOI 0cOoOH 3asiBHMKA, BiJTIOBia/IbHOI

3a (hapMakoHarJsiz
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HaliMeHyBaHHS FOpPUINYHOI 0coOu abo mpi3BuiLe,
iM’s1, mo 6aTbKOBi (hi3UUHOT 0COOU - MiATIPUEMLIS
(3asiBHUKA)

MiCIie3HaXO0/PKEeHHS FOPUUUHOI 0cobu abo Miclie
TIPO’KKMBaHHS (i3uuHOT 0COOU - MiTPUEMLIS
(3asiBHUKA)

KpaiHa

1iio1060BMi Tenedon/dakc

e-mail

Slkio BizmpisHs€eTbCs Bif nyHKTY 2.4.4, nopaiite GiorpadiuHy AOBiAKY yroBHOBa)keHOI KBastidikoBaHOI
ocobu B YKpaiHi Ayis1 3aiticHeHHs hapMakoHar/sigy (MyHKT 4.5 1[bOTo 0JaTKa).

YKaxiTb MicCIle TpPO)KHBaHHsS YIIOBHOBa)KeHOI KBastiikoBaHOi 0coOM B YKpaiHi Ayia  3[iliCHeHHs
apmakoHarsgy

2.5. BupooHuku
¥Yci pani 11010 BUPOOHUUWX [iTbHUIb, HAa SKUX 3/iMCHIOIOTHCS BUPOOHMUI TPOLIeAYPH, Ta [JiMTbHUILIb,

Ha SIKUX TIPOBOAUTBHCS KOHTPOJIb SIKOCTI, IO 3a3HAuUaKOThCsl y MaTepiajiaXx peecTpaliiiHOro A0ChE,
MaroTh 36iraTucs 1[o/[0 iX HaliMeHyBaHb, MiCI[e3HaX0/PKeHb Ta BUIB Jis/IbHOCTI.

2.5.1. Bupo0Huk(u), mo BiAnoBifae(10Th) 3a BUMYyCK cepii (SK yKa3aHO B iHCTPYKL|il PO 3aCTOCYBaHHs
JiKapchKoro 3aco0y (IHCTPyKLi A/11 MeAMYHOTO 3aCTOCYBaHHs) Ta, 3a HeOOXiJHOCTI, y MapKyBaHHi)

HalMeHYBaHHSI HOPUAWYHOI 0cobu abo mpi3BuIle
iM’s1, Mo 6aTbKOBi (hi3UUHOT 0COOU - MiATIPUEMLIS
aZpeca MiCLis TIpOBaJ)KeHHs Jis/IbHOCTI

KpaiHa

TenedoH/dakc

e-mail

HopatiTe Kortito JtitjeH3ii Ha BUPOOHUIITBO (TTYHKT 4.6 1[bOT0 0/1aTKa).

Hopaiite Komito ceptudikaTa BiAMOBiAHOCTI BUMOraM Hase)KHOI BUPOOHMUOI MTPAKTUKH, Tiepej0aueHoro y
MyHKTI 4.8 [IbOro JojAaTKa.
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2.5.2. JlaGopaTopisi KpaiHH BHPOOHMKA 3 KOHTPO/II0O SIKOCTi TMpenapaTiB KpoBi Ta BaKIHH,
BiJilIOBiia/IbHA 32 KOHTPOJIb AKOCTI/BUITYCK cepii

HaliMeHyBaHHs jaboparopii

aZpeca MiCLis TIpOBaJyKeHHs Jis/IbHOCTI

KpaiHa

TenedoH/dakc

e-mail

2.5.3. KonTakTHa 0co0a, BinoBifia/ibHa 3a po00Ty 3 peKk/laMmalisM1 moAo0 JedeKTHOI NPoayKIii
TIpi3BHIIe, iM'st KOHTAKTHOI 0c00H, BiZiTIOBifanbHOI
3a po6oTy 3 pek/iaMallisiMu 1070 AedeKTHOT

TIPOAYKLiT

HallMeHyBaHHsI I0PUIUYHOI 0cobu abo mpi3Buille,
iM’s1, o 6aThKOBI (hizuuHOT 0COOU - T ATIPHUEMIST

MiCIie3HaX0/PKEHHS FOPUAUUHOI 0cobu abo Miclie
TIPOKUBaHHSA (i3UUHOI 0COOH - MiATIPUEMIIS

KpaiHa
1iio060BMit Tenedon/dakc

e-mail

2.5.4. Bupo0HuK (1) J1ikapcbKoro 3aco0y i AiibHuIsA(i) BUPOOHHUIITBA:

Bkirouarouy AiTbHUL[ BUPOOHUIITBA OY/b-SIKOTO PO3PiyKyBaua/poO3uMHHHKA B OKPEeMil yIaKOBLIi/EMHOCTI,
III0 € YaCTUHOK JIiIKapChKOTro 3acoly, AiNbHUIN, Ha SIKUX 3[iHCHIOETbCS KOHTPOJIb SIKOCTi/KOHTPOJIb Y
Tipoljeci BUPOOHMIITBA, a TAKOXK (3a moTpebu) iMmopTepiB

HaliMeHYyBaHHsI IOpUANUYHOI 0cobu abo rpi3Buille,
iM’s1, 10 6aTHKOBI (hi3UUHOT 0COOH - MiATIPUEMIIS
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aZpeca MiCLis TIpOBa)KeHHs Jis/IbHOCTI

KpaiHa

TenedoH/dakc

e-mail

KopoTkuii onuc BUKOHYyBaHUX (DYHKLIiN
IopaiiTe TEXHOMOTiIUHY CXeMy BUPOOHMIITBA (MYHKT 4.7 LIbOTO [10/1aTKa).

Hopaiite Korito cepTrdikaTa BiIMOBiIHOCTI BUMOTraM Ha/ie>KHOT BUPOOHUYOT TIPAaKTHKH, TIepe/i0aueHoro y
MyHKTI 4.8 LIbOr0 JoAaTKa.

Mopaiite Kortito jilieH3ii Ha BUpOOHUIITBO (MYHKT 4.6 1IbOTO [10/jaTKa).

3a3HauTe TIpi3BMILE Ta iM's YIOBHOBa)XeHOI 0CoOM BHpPOOHHMKa (SKI[O HEe BKa3aHO Yy JIleH3il Ha
BUPOOHUI[TBO)

Yu npoBou/Iacs nepeBipka AiIbHUII HAa JOTPMMAaHHA BUMOT HAa/Ie)KHOI BUPOOHHYOI MPAaKTUKH (AaJti
— GMP) ynoBHOBa)KeHHMM OPraHoM YKpaiHH a0o opraHaMH KpaiH BiJNOBiJHO A0 MiKHapOJHHX
AOTOBOPIiB NP0 B3a€MHe BH3HAHHA Pe3y/bTATIiB iHCIIEKTYBaHHs Ha BifNOBifHICTH BHPOOHHULITBA
Bumoram GMP?

Hi Tak

SAKIO TakK, YKaXiThb:

JlaTy oCcTaHHbOI repeBipku GMP

HaliMeHyBaHHSl yMOBHOBa)X€HOTO OpraHy, IIo
TIPOBO/UB I1epeBipKy

BU/] TIeEpEBipKU

KaTeropiro JiKapcbKuX 3acobiB, 1[0
TepeBipsSIOThCS, 1 JiF0UMX PeUOBUH

BHCHOBOK:
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BigroBigae GMP: Hi Tak

Iopaiite 17151 KOXKHOI /1i/TbHULI BUPOOHHUIITBA BUCHOBOK TIPO Bi/inoBifHiCcTh BUMoram GMP BinoBiHO 70
MyHKTY 4.8 1[bOro Ao/aTKa.

2.5.5. Bupoouuk(u) 1P Ta BUPpOOHMYI i/ TbHUL

[MoBuHHI OyTH 3a3HaueHi BCi Ai/BHULI BUPOOHUIITBA, 3aflisiHi Y BUPOOHUYOMY TIPOLieCi KOXKHOTO JpKepesa
[IF0YOi peuoOBUHM, BKJIHOUAKOUM [JIIbHULI, Ha SKUX TPOBOAUTHCS KOHTPOJIb SKOCTI/KOHTPOJIb y TIPOLieCi
BUPOOHUIITBA. [1/11 BUCOKOTEXHOMOTiUHMX (6ioTeXHO/IOTiYHMX) TiKapChKUX 3ac00iB MatOTh OyTH BK/IIOUeHi
yCi AimbHMII 30epiraHHs TOJIOBHOTO Ta poOoyoro OaHKIB K/IITHH Ta [ibHUIII TPUTOTYBaHHS poOOUYOro
0aHKy KITiTHH.

JliFoya peyoBUHA

HallMeHyBaHHsI FOPUAUYHOI 0cobu abo Tipi3BwHiILe,
iMm’g, o 6aThKOBi (hi3nuHOI 0COOH - MiJIPUEMIIS
(BUpOOHMKA)

aJipeca MiCIsl IPOBA/I’)KeHHs Mis/TbHOCTI
KpaiHa
TenedoH/dakc

e-mail

KopoTkwuii onmc eTariiB BUPOOHUI[TBA, BUKOHYBAaHUX Ha BUPOOHUUIH iTbHULL

HopatiTe TeXHOJ/OTiUHY cXeMy BUPOOHHUIITBA (TTyHKT 4.7 1IbOTO JOZATKA).
st koxxuoi 1P mopatiTe 3asiBy yrioBHOBa)KeHOi 0cOOM BUPOOHMKA 3TiZIHO 3 MyHKTOM 4.22 1[bOTO0 /10/jaTKa.
Yu npoBoawiacs mnepeBipka AinbHUI Ha JAoTpuMaHHA BuMor GMP ynoBHOBaXkeHUM OpraHom
Ykpainu abo opraHamMu KpaiH BiJIIOBiAHO A0 MDKHApPOAHHX /JOroBOpPiB NP0 B3a€eMHe BHU3HAHHA
pe3y/IbTaTiB iHCMIeKTYBaHHA Ha BiAMOBiAHiCTH BUPOOHULITBA BUMoram GMP?
Hi Tak
Hopaiite 7151 KOXKHOI iTbHULI BUPOOHUIITBA JOKYMEHT, TiepeidaueHuii myHKToM 4.6 1[bOro J0ZaTKa,

Ta, 32 HasIBHOCTI,

Hopaiite Korito cepTrdikaTa BiZMOBiHOCTI BUMOramM Hajie)XHOI BUPOOHWUOI MPAKTUKK BiJIOBiIHO 10
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NyHKTY 4.8 1jbOro fojaTkKa.

® Yu sudaro cepmucpixam sidnosionocmi EsponelicuKiil papmakonei dns JIP?

Hi Tak
Akio Tak:

Jiroua peyoBUHA

HalMeHyBaHHsI FOPUAUUYHOI 0coOu abo Tpi3BHILE,
iM’sg, o GaTeKOBi (hi3nuHOI 0COOM - MigTPUEMIIS
(BUpOOHUKa)

HOMep cepTuikarTa

JaTa OCTAHHBLOI'O Meperjiaany

Hopaiite Korito cepTudikara BignosigHocTi (MyHKT 4.9 11bOTO J0/aTKa).

® Yu ¢ mamepiaau peecmpayiiinozo docve (macmep-paiin) na JIP, nocunawHs Ha ki Gyde
GUKOpPUCIMO8Y8amMucs y 00Cb€, OpuiHaA/IbHUMU?

Hi Tak
AKIo Tak:

Jliroya peyoBUHa

HaliMeHYyBaHHsI IOpUANUYHOI 0cob6u abo mpi3Bwille,
iM’s1, 0 6aThKOBi (i3MUHOI 0COOM - MiATPUEMIIS
(BupOOHMKa)

inenTudikariinuii  Homep abo peecTpariiHUN
HOMep 00JTiIKOBOI KapTKU TJIaTHUKA IMO/IaTKiB, abo
cepist Ta HoMep TacropTa (ay1s di3uuHMX 0cio, sKi
yepe3 CBOI peJIiriliHi epeKOHaHHs BiIMOBJISIFOTCS
BiJ| MPUIHATTS peecTparjiiHoro Homepa 00J1iKOBO1
KapTKU TJIaTHUKA MOZATKIB Ta MOBiJOMUWIU MPO 1je
Bi/IMOBilHUI  OpraH Jiep>kKaBHOI  T10ZAaTKOBOI
Cy>kOU i MarOTh BiZIMITKY y TIacIiopTi)

AaTa MoJaHHA Ha PO3TJId[,
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[AaTa OCTAHHLOI'O Ieperjianay

Hopatite mict(v) Bupobuuka(is) P, 1o fae(t0Th) MpaBO BUKOPUCTaHHS MacTtep-(aiina Ha P (myHKT 4.9
LIbOTO [JO/IaTKa).

HopaiiTe KOMit0 MMCbMOBOTO 3000B’si3aHHs Bif BupoOHMKa(iB) [P iHpopMyBaTu 3assBHUKA MPO 3MiHU Yy
BUPOOHMYOMY TIporieci abo crierudikarisix (myHKT 4.10 [boro Jo1aTKa).
® Yu eudano cepmugikam Ha 3azanvbhuil ¢aiin Ha eakyunHuil aumuzen (dani - BA3®D), uo
eUKOpUCMo8yembcsl y yiti 3as16i, aGo Ha HbO20 NOOAHO 3as18KY?
Hi Tak

Axuo Tak:

JliF0Ua peyoBrHA

HaliMeHYBaHHsI FOpUAUYHOI 0cobu abo Tipi3BuiIie,
iM’s1, TI0 6aTHKOBI (hi3UUHOT 0COOH - MiATIPUEMIIS
(BnacHuka ceptudikata Ha BA3®)

HOMeD 3asiBKu/cepTudikaTa
JlaTa To/laHHsI (SIKIJ0 Ha po3IJisi/li)

JlaTa 3aTBep/yKeHHs ab0 OCTaHHBOTO Tieperssify
(K110 HASsIBHU)

Hopatite kormito ceptudikara Ha BA3® (nyHKT 4.19 1poro gozarka)

2.5.6. 3aK/1a/]1 OXOPOHH 3J0POB’sI/yCTAHOBH, N0 3a/JyYa/TUCA A0 KIiHIYHOro(1Mx) BUNPOOYBaHHS(Hb)
A1 ROC/IipKeHHsA 0iojocTynmHOCTI Ta/abo 0ioeKBiBa/IeHTHOCTI, a00 TaKi, 1[0 3a/TyYa/TUCs AJIA BaJtijarfii
NpoIeciB BUPOOHHUIITBA MPOYKTIiB KPOBIi

11 KOXKHOTO 3aKjiaZly OXOPOHM 3/10pPOB’s1/yCTaHOBU BKaXiTh, [ie MPOBOJWU/IMCS aHa/iTUUHI TeCTyBaHHA Ta
[Jle 3ibpaHo K/IiHiuHi JjaHi, a TaKOX:

HasBa JOC/IiPKeHHS
KO/, TIPOTOKOJTY

HoMmep EudraCT (3a HasiBHOCT)
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HalMeHYBaHHs 3aK/aJly OXOPOHU
310pOB’51/yCTaHOBU

MiCL|e3Hax0/PKeHHs 3aK/1a/ly OXOPOHHU
30pOB’s1/yCTaHOBU

KpaiHa

TenedoH/dakc

e-mail

OO0OB's13KM BiJNIOBiJJHO /10 I0TOBOPY

2.6. SIKicHMI Ta KiTBKICHMI CK/Ia/y TiIKapChKOro 3aco0y

2.6.1. sIkicHM#i Ta KiTBKICHUH CKJIaj JIIKAPpCHKOTO0 3aco0y

(AP Ta 70onoMi>KHI pe4yOBUHH):

ITpogoBxxeHHs gopatka 1

HeobxinHo BKa3aTH, Ha SIKY KiJTbKiCTh PO3pax0BaHO CKJIaj, (Harpukiaz, 1 Karicysa).

[TepepaxytiTe Aitoui peuOBUHUA OKPEMO BiJ] JOTIOMI>KHUX PEUOBUH:

Hasga /IP*

Kinekicte OnvHULS

3.

Tomo

Ha3zBa zornomMi>kHoi(1X)
PEYOBUHHU(H)

2. Kinekicte OpvHULA

Tomgo

[MocunanHs/MoHorpadis

[Mocrnanusi/MmoHOTpadis

Ipumimka. *Tinbku 00Hy Hazey 041 KodxcHoi /[P HeobXxiOHO ekazamu e makili nocaidoeHocmi: MHH**,
AdY, Egponelicbka ¢papmakonesi, 3a2a1bHONPULIHAMA HA36d, HAYKOBA (XiMiuHa) HA36a.

**Hazey Oitouoi peuosuHu HeobxioHO ekaszyeamu 3a ii pekomeHooeaHoro MHH 3 ykasauHsm ii coneli abo
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eiopamuoi ¢popmu, sKW0 He0OXiOHO.

IHdopMmarjito Mpo HaZJIUIIKOBY Ki/JIbKiCTh He CJTiJ yKa3yBaTH B KOJIOHKax IOZI0 CK/Iany, a HeobOXimHO
BUKJ/IaCTU HWKYE:

niroua(i) peuoBuHa(1)

JloroMikHa(i) peuoBuHa(1)

2.6.2. ITepesik MarTepia/iiB TBAPUHHOIO Ta/ado0 JIIOACHKOI0 MOXOPKEHHS, 1[0 BXOAATH 0 CK/Iagy abdo
BHKOPHCTOBYHTBCS Y MPoLjeci BUPOOHUIITBA JTIKapCHKOro 3acoly

BIACYTHI

Ceprudikar

TBapuHHOr0 . - . .
MOX0/KeHHS T JT¥0ACHKOTO BIATIOBIAHOCTI
’ €d° mopo I'E*

. TBAPUHHOI'0
CIIpUAT/INB1 MNOX0/HKeHHHA .
4 MOXO0/PKEeHHSA (YKaxiTb
JoT'E

HOMep)

Ha3Ba DyHKIList

JIP' MOILP? P

Tomgo

fAkimo e ceprudikar BigmosigHocti €®° mogo I'E* abo MOKYMEHT, 1[0 BHJAHO YIIOBHOBa)K€HUMHU
OpraHaMy BeTepUHAapHOTO HarisAy KpaiHU TIOXO/PKeHHs1 CHPOBMHM OO0 peecTpauii B KpaiHi (3a
pesy/ibTaTaMM K/IiHIYHOrO Ta j1abopaTopHOro KOHTpo/r0) Bumnaikis I'E?, BiH moBuHeH OyTH [OJaHUi Y
nyHKTI 4.11 1poro gojarka.

'ZIP — ditoua peuosuHa.

“IIOILP - OonomixcHa peuosuHa (yKkmouarouu euxiOHi mamepianu, SIKi 6UKOPUCMOBYIOmbCs y eupobHuymei
0itouoi/0onomidcHOI peuosuHU).

?P - peazenm/cepedosuuye KyabmugyeaHHs (YKIoUaouu 8UKOPUCMOGY8aHi 0/ NpU20MY8aHHs 20/106HO20 MA po6OU020
OaHKi6 KAimuH).

‘I'E - 2ybuama eHyeganonamis.

PED - Esponelicbka papmakonest.
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2.6.3. Yu BupgaHo ceprudikaT Ha MaTepia/iu peecTpaniiHoro Jocke (Macrep-aii) Ha miamy (gati —
IIM®), 1110 BUKOPHCTOBYEThCS Y Iiiii 3asBi Ha peecTpariilo, a00 Ha HHOT0 MO/JAHO 3aASIBKY?

Hi Tak

Ak Tak:

peuoBHHa (CyOCTaHLlis) 3 TOCH/IaHHAM Ha [TIM®

DyHKLiS

Ip' | JOILP> P

HaliMeHyBaHHS B/laCHUKa/3asiBHUKa [TM®
HOMep cepTHdikaTa/3asiBKU
JlaTa To/laHHsI 3as1BKH (SIKIL[0 Ha PO3TJIsi/i)

JlaTa 3aTBeppKeHHst ab0 OCTaHHbOTO TIepPerIsy
(sx1110 cepTr(diKaT HasBHUM)

!JTP — ditoua pevosuHa.

? JOILP - donomixcHa peuosuHa (yKawouarouu euxiOHi mamepianu, siKi UKOPUCMOBYIOMbCS y BUPOBGHUYMEI
0ir0U0i/00NOMINHCHOI peuosuHU).

°P - peazenm/cepedosuuye KyabmugyeaHHs (YKIIoUaouu 8UKOPUCMOGY8aHi 0/151 NpU20My8aHHs 20106HO20 MA pobOU020
OaHKi8 KAimuH).

Hopatite komito cepTudikara (myHKT 4.20 LbOro 104aTKa).

2.6.4. Un micTturh abo CK/IafaeTbCs JTKApChbKUN 3acid 3 reHermyHo MojudikoBaHMX OpraHi3miB
(r'MO)?

Hi Tak
SIKI1]0 TaK, TO UM BiJNIOBiZa€ JIiKapChKHiA 3acib BCTAHOB/IEHUM BUMOTaM?
3po0iTh HeoOXiiHe MOCU/TAHHSA
Hi Tak
[HopaliTe Komito MHCHMOBOIO [03BOJy, BHZIAHOTO YIIOBHOBa)KEHWM OpraHOM KpaiHM BHpPOOHMKA, Ha

HaBMHUCHe BUBiIbHeHHs ['MO y HaBKO/IMILIHE cepeZiOBMILle IPU BUKOPUCTAHHI 3 [JOC/IIJHULILKOKO MeTOXO
(myHKT 4.12 1poro fozaTKa).
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3. IHIIII BITOMOCTI

3.1. Un 3axuieHo JIiKapCchbKUH 3aci0 maTeHTaMM Ha BHHAXiJ|, KOPUCHY Moje/lb a00 MPOMMC/IOBHIt
3pa3oK, Jis AKUX PO3NOBCIOKYETHCA HAa YKpaiHy?

Hi Tak

SAKI1[0 TaK, TO HaBe/liTh TakKy iHpOpMaLlito:

Homep naTenty Jara Bujaui Hie 1o BiacHUK naTeHTy

Hopaiite Korii maTeHTIB 3riHO 3 MyHKTOM 4.16 LIbOT0 JOAaTKa.

Ilna nep)kaBHOI peecTpailii JiKapcbKUX 3aco0iB, 1110 0a3yloTbCsi ab0 MaroTh BiJHOIIEHHSI 0 00'€KTiB
IHTe/IeKTyalbHOI BJIACHOCTI, Ha $Ki BIJMOBIJHO [0 3aKOHIB YKpaiHM BUAAHO TIATeHT, 3asBHUK M0MA€
3aCBiJJUeHy Bi/JITIOBiHO KOIiIO TaTeHTy abo /illeH3ii, KO /J03BOJIIETbCS BHUPOOHUIITBO Ta TMPOJAXK
3apeeCcTPOBAHOTO JIIKAPCHKOTO 3aco0y, a TaKOXK JAOKYMEHT, 110 Ti/ATBeP/PKY€ UMHHICTh MaTeHTy B YKpaiHi.

3asBHUKN TIOJAI0Th JIUCT, B SIKOMY BKAa3y€ThCs, III0 MpaBa TPeThOi CTOPOHH, 3aXWIlleHi maTteHToM abo
repeZiaHi 3a JTilleH3i€r0, He TIOPYIIYIOThCS Y 3B'S3KY 3 PeECTparli€to TiKapChKOTro 3aco0y.

3.2. Yu 3axuilieHa TOproBejibHa MapKa B YKpaiHi?
Hi Tak

SKI1[0 TaK, TO HaBeliTh Taky iH(pOpMaLlito:

Homep fokymenrta Jlara Bupaui Jie no BiacHuMK poKymMeHTa

HopatiTe Kortii JOKYMeHTIB, 1110 Tiepe0aueHi B TTyHKTi 4.17 11bOro Zio/jaTKa.

3.3. Uu 3apeecTpoBaHo JIiKapCbKHH 3acid y KpaiHi BUPOOHMKA Ta IHIIHUX KpaiHax?
Hi Tak
Akio Tak:
[opaiiTe Komito peecTpaL[iiHOTO MOCBifueHHs (yHKT 4.3 1[bOro A0/jaTKa).

3a3HauTe Tiepestik KpaiH, Jie TiKapcbKui 3acib 3apeeCcTpoBaHHI/TIepepeeCTpOBaHHH.

3.4. Un Oysa mpoBefieHa momepeJHss HayKoBa KOHCYJ/bTAIlifd IIO0 LbOro JIIKAPCHKOro 3acody B
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YKpaiHi?
Hi Tak
AKio Tak:

AaTa MpOoBedeHHA

TI0CH/IaHHS Ha HayKOBI peKoMeHarii

Yu Oy/1a mpoBeieHa momnepegHsi HAYKOBa KOHCY/IbTAIlisl 00 IbOr0 JIIKAapPCHKOro 3aco0y B iHIIIN
KpaiHi?

Hi Tak
Axio Tak:

KpaiHa
Jlara rnpoBe/ieHHs

TI0CY/IaHHA Ha HayKOBI peKoMeHarii

[opaiiTe KOMit0 KOHCY/IbTALIITHOTO IUCTa (MyHKT 4.13 1jbOro A0JaTKa)

4. TOKYMEHTU, 1110 JOJAAKOTBHCS (mo3Haute HeoOXigHe)

4.1. [ToKyMeHT, 1110 MiZITBEP/KYE CIIaTy peecTpariiiHoro 360py.

4.2. THpopMoBaHa 3rojja BjlaCHHKa PeeCTpaLliiitHOro MOCBiZlUeHHs] Ha 3apeeCTPOBaHMUM JliKapChbKUM
3acib (y foBinbHIN Gopmi).

4.3. Komis peectpaijiliHoro mocBigueHHss abo iHmoro o3einbHOro aokymeHta (Marketing
Authorization, Certificate of a Pharmaceutical Product, Free Sale Certificate Toi1j0), BHAaHOTO
YIIOBHOB&)KEHVM OpPraHOM KpaiHW BJIaCHWUKA PEeECTPALifHOrO TIOCBifueHHs (3asiBHUKA) Ta/abo
BHMPOOHMKA, abo iHIIOI KpaiHW, peryyssTOPHUM opraH sIKOi KepyeTbCs BUCOKMMM CTaHZAPTaMU [0
SAKOCTI, L0 BIJAINOBiZAIOTH CTaHAapTaM, pekomeHjoBaHuM BOO3, Ha pUHKY $KOI PO3MILLEHO
niKapchKui 3acib, i3 3a3HaueHHsIM Ha3BW JIOKyMeHTa Ta Ha3BM KOMIIETEHTHOTO OpraHy, II0 HOro
BUJIAB, [JaTU BU/iaui i CTOPIHKH, Mi/[ITMCAHO] YIIOBHOBAa>KEHOI 0COO0K0 KOMITETEHTHOT'O OpraHy (st
npoAyKii in bulk — migTBepAKeHHsS peecTpaljil TiKapcbKoro 3aco0y, BUTOTOBJIEHOTO i3 3asB/ieHOT
npoAykuii in bulk, y cnoxuBuiii ymakoBIji B KpaiHi BUpoOHMKa abo iHIIii KpaiHi, peryasTopHUi
opraH §Koi KepyeTbCsi BHUCOKMMM CTaHJapTaMd [0 SIKOCTi, L0 BiZAMOBi/jal0Th CTaHAapTam,
pekomeHzioBannM BOO3, Ha pUHKY SKOI pO3MIIlIeHO 3a3HaueHWi JiKapchkuid 3aci6). Komisi mae
OyTu 3acBifjueHa IMeYaTKOK 3assBHUKA/TIPe/ICTABHUKA 3asiBHMKA B YKpaiHi. 3a3HauuTH Tepesiik
KpaiH, [le JaHW# JIIKapChKUiA 3acib 3apeecTpoBaHO/TIepepeecTpOBaHo.
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4.4, [lopyuyeHHs1 [Jjis1 BeJeHHsI TIeperoBOPiB/MIiANUCaHHS [OKYMEHTIB BiJl iMeHI 3asiBHUKa
(BnMacHUKa peecTpaLiiHOro MOCBiIUeHHSs).

4.5. BiorpacdiuHa /0BizKa yrIoBHOBaXKeHOI KBastiikoBaHOT 0cobH, BiJMOBija/ibHOT 3a 3/iliCHeHHS
dapmakoHarsisay (y AoBinbHIN Gopmi).

4.6. Kormist nineH3ii Ha BUPOOHMLITBO (SKIO 3TiZHO i3 3aKOHO/[@aBCTBOM KpaiHM BHPOOHHKa
nilleH3iss Ha BUPOOHULITBO iCHYE€ JivIlle B efleKTPOHHOMY BUrJisifi (Hampuknag, CIIIA), mae 6yTu
HaZlaHa pO3ApYyKiBKa i3 TOCWIaHHAM Ha BiAnoBigHui odiuiliHuii  caiiT, 3acBigueHa
TMiANMCOM/TIeYaTKO 3assBHHUKA) ab0 iHIIOro /03BiIbHOTO ZIOKyMeHTa Ha BUPOOHULITBO 3asiB/IeHOI
nikapcbkoi ¢opmu y KpaiHi BupobHuka. Kormist moBrHHa OyTH 3acBifjueHa revaTKoIO 3asBHUKA (/151
¢izryHOl 0coOM 3a HasBHOCTI)/TIpe/icTaBHUKA 3asiBHUKA B YKpaiHi.

4.7. TIpOeKT TeXHOJOTiYHOTO perjaMeHTy abo BiJOMOCTi IpO TEeXHOJOTiI0 BUPOOHUITBA
(TexHOJ/IOTiYHAa CXeMa BHUPOOHHMLTB i3 3a3HaueHHsIM YCiX [AUTbHULIL BUPOOHUIITBA, 3a/liIHUX Y
nporieci BUPOOHHIITBA JIKApCHKOTO 3aco0y Ta Mifouoi peuoBWHU (YK/IHOUAIOUM [iTBHUIN IS
Bifbopy 3pa3kiB i KOHTpo/to cepiii siikapcbkoro 3acoOy). Komiss moBuHHa OyTH 3acBifueHa
TIeUaTKO0 3asiBHUKA (7151 (hi3uuHOT 0COOM 3a HAsTBHOCTI )/Tpe/ICTaBHUKA 3asiBHUKA B YKpaiHi.

4.8. 3acBigueHa Korisi JJOKYMeHTa, 1[0 IMiTBEP/KY€E BiJIOBiAHICTE BUPOOHUIITBA JIiIKAPCHKOTO
3aco0y Bumoram GMP, Buzanoro [depxiikcayx00r0 BiZIMOBiZHO /0 BUMOT Haka3ly MiHicTepcTBa
0XOpOHM 370poB’a Ykpainu Big 27 rpyaHs 2012 poky Ne 1130 «[Ipo 3aTBepmkenHsi [lopsaky
TIPOBeJIeHHsT  TTi/ATBEPAKEHHsST YMOB BHPOOHHLITBA JTKAPCHKUX 3aco0iB BUMOTaM Hasie)KHOI
BUPOOHUYOI TTPAKTHKW», 3apeecTpoBaHoro y MiHicTepcTsi toctuilii Ykpainu 21 ciuns 2013 poky 3a
Ne 133/22665, abo rapaHTiiHWI JUCT 3asBHUKA ITIOZI0 HA/laHHS TaKOTO [JOKYMEHTA IPOTATOM
CTPOKY TIPOBEZIeHHsI Crielliali3oBaHOl eKCrepTu3u. 3a HeoOXiAHOCTI — BUCHOBKM INOZO iHIIKX
iHCrekil, siki mpoBoaummcs. Korii JoKyMeHTiB MatOTh OyTH 3acCBifueHi 1mevyaTKorO 3asiBHUKA (77151
¢bi3nuHoi 0cobu 3a HasIBHOCTI)/TIpe/ICTaBHHKA 3asiBHUKA B YKpaiHi.

4.9. TlucbmoBa 3rofla Ha BUKOPWUCTAHHS MaTepia/liB peecTpaliiiHoro Aocbe (Mactep-caiii) Ha
Jirouy peuoBuHy (y [OBinbHIN ¢opmi) Bif i BupoOHMKa abo Kormisi cepTudikaTa BigmoBigHOCTI
€Bporelicbkili (hapmakoriei.

4.10. Komis mrceMoBoro 3000B's3aHHS BHUPOOHHWKA [itouoi peuoBWHHU (y AOBUIBHIN (opmi)
iHpopMyBaTH 3asiBHHKA PO 3MiHM Y BUPOOHUYOMY TIpoLieci abo crienvdikarfisix.

4.11. Ceprudikar BiAnosigHocTi €BponeiiceKilt apmakorei 1010 ryouaroi eHuedasnomnaTii abo
JOKYMEHT, BUJlJaHWM YTNOBHOB&XKEHUMM OpraHaM{ BeTEPHMHAPHOI0 Har/sgly KpaiHU TOXOJKeHHS
CHPOBUHH, ITIOZI0 peecTpaliii B KpaiHi (3a pe3y/bTaTaMu K/IiHIYHOTO Ta 1ab0paTOpPHOTO KOHTPOJIO)
BUTAZKIB rybuaroi eHriedasionarii.

4.12. Korisi mMCbMOBOTO [J03BOJy, BU/JJAHOTO YIIOBHOBa)XEHUM OPraHOM KpaiHW BUPOOHUKa, Ha
HaBMUCHe BUBLIbHeHHA ['MO y HaBKOJIMIIHE cepefoBHILe IPYU BUKOPUCTAHHI 3 [OC/IIJHULIBKOIO

METOIO.

4.13. Korisi KOHCY/IbTaL[iiHOTO JIKCTa [0 TPOBE/IEHOT MOTIepeIHbOT HAYKOBOI KOHCY/IbTAL{il 11[0/10
JiKapCchKOro 3aco0y.

4.14. TIporo3uLiii 0 MapKyBaHHsI YIIaKOBKH JTIKApPCHKOTO 3aco0y.
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4.15. Korisi piilieHHss PO TIPUCBOEHHS CTaTyCy TMperapaty OOMe)KeHOro 3aCTOCYBaHHS
(mpenapary-cupoTn).

4.16. Komii mareHTiB Ha BWHAaxiJ, KOPHUCHY MoOfe/sb ab0 TIPOMHC/IOBUM 3pa3oK, Mis SKUX
PO3MOBCIOIKYETHCSA HA YKpaiHy.

4.17. Konii JOKyMEeHTIB L[0Z0 3aXUCTy TOProBe/bHOI MapKy B YKpaiHi.

4.18. Jlucrt, hopma sIKOro HaBejfieHa y AoAaTKy 15 zo uporo [Topsiaky.

4.19. Kormist ceptudikata Ha BA3®.

4.20. Kormist ceptudikaTta Ha [IM®.

4.21. TapaHTiiiHuii MCT 3asBHUKA (y JOBiMbHIM dopMi) 1010 3abe3reueHHs (HYHKL[iOHYBaHHS
HaJIe>)KHOI CUCTeMH HarJisiAy 3a 6e3rnekoro /likapChbKux 3acobiB mMpu iX MeAWYHOMY 3aCTOCYBaHHi, y
TOMY YMCJIi B YKpaiHi.

4.22. Jns1 KOXKHOI /IiF040i peYoBUHH [iTbHULL BUPOOHUIITBA, 3a/[iTHUX Y BUPOOHHUOMY TIPOIIECi,
BKJTFOUAIOUM [IiIbHULI, Ha SIKUX TIPOBOJUTHCS KOHTPOJ/Ib SIKOCTi/KOHTPOJIb Y TIPOL|eCi BUPOOHULITBA
Ta BUITYCK cCepili, 3asBa yIMOBHOBa)Ke€HOI 0COOM IOZO BiJIOBiZHOCTI BHUPOOHMIITBA BUMOTaM

Hasie>)KHOI BUPOOHWUOI MpakTuku Ta KepiBHUI[TBaM 3 HaneXHOI BHUPOOHWYOI TIPAKTHKU LIOZ0
BUXIiIHUX MaTepiaiB.
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