JlogaTok 16

1o Jlinen3iitHux yMmoB
TIPOBAKEHHS

TOCIIOAAPCHKOI MISITBHOCTI
BUPOOHUIITBA JIIKAPCHKUX 3aCO01B,
OITOBOI Ta PO3APIOHOI TOPTIBII
JIKapCHbKUMHM 3ac00aMU, IMIIOPTY
JIKapChKUX 3ac001B (KpIM aKTUBHUX
dbapmareBTUYHUX IHTPETIEHTIB)

(HalfiMeHyBaHHS OpraHy JiLEH3YBaHHS)

3AABA
PO BHECEHHS 3MiH 10 €IUHOrO0 1epKABHOT0 PEECTPY HPUAMYHHUX OCI0 Ta
¢iznuHux 0ci0 - miANpUEMUIB y 3B’A3KY i3 NIPUNUHEHHAM AislVIBHOCTI 3
BHPOOHUIITBA JIKAPChKUX 3aC00iB 32 MEBHUM MiclleM MPOBA/KeHHSA

Jliniensiar (HaliMeHyBaHHS FOPUANIHOI 0COOH*)

Micue3HaxoKEHHS FOpUIUIHOT 0cOOH

I1Ib xepiBHUKA IOPUIMYHOI 0COOH

ITIb ¢izuunoi ocobu — miampueMI

Oprasi3auiiHo-npaBoBa Gopma

InenTudikamiiuuii Ko IOPUIUIHOT 0cOOH

KonTakTtHa iHbopMmalis

Howmep tenedony: | Howmep daxcy:

E-mail:

JlokymeHT, 1o 3acBinuye pi3uuny 0cody — miAnpHeMIs

Cepis macriopra: Howmep macnopra:

Jata Bujaui: OpraH, o BHAAB MAcHOpT:

Micue npoxkuBanHs (1)1 G13M4HOT 0COOU — MIITPUEMIIS)

Peectpartiiinnii Homep 00J1KOBOI KapTKH TUIATHUKA TOATKIB* *

Jlata Buayi i cepist, HoMep (3a HasIBHOCTI) JIILIEH3Ii:

IIpomy BHecTH 3MiHM 10 €AMHOrO Aep:KaBHOIO0 peecTpy IOPHUIAMYHHX 0Ci0 Ta QismuHHMX
oci0 - mianpueMuiB y 3B’S13KY i3 NPUNHHEHHSAM JiSVIBHOCTI 3 BUPOOHHMITBA JiKapchbKMUX 3ac00iB
3a NeBHUM MicLieM NPOBAa/IKeHHs, a came:

Anpeca Miclisl IPOBaKEHHS JisTIbHOCTI
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Address of manufacturing location

3a apecoro CTPYKTYPHOTO MiAPO3ILTY HASIBHI (3asnauumu 1eobxione):
BHPOOHMYI TUTHHUILI 3 TIEPEITKOM JKapChKUX hopM™ H

30HH KOHTPOJIIO SKOCTI

CKJIAJICBKi 30HU (IPUMIIIEHHS 115t 30epiraHHs)
30HU 3AIHCHEHHS BUAAYi JO3BOJIY HA BUITYCK JIIKAPCHKUX 3aCO0IB

*Tlepenik mikapchbkux (HopM Ta BUPOOHWUMX OTEpAIliid, SKi 3aIJIaHOBaHI JI0 BUPOOHMIITBA 33 TICBHUM
MICIIEM POBAJHKEHHS JISUTbHOCTI Ta MOTPEOYIOTH JIIICH3yBAHHS

(*eubpamu neobxione 3i cnucky)

’ 1. BUPOBHHYI ONEPAIIII — JIIKAPCHKI ®OPMH

1.1 CrepunibHi npoayKkTH

1.1.1 AcenTH4yHO BUTOTOBIICHI (BUPOOHMYI orepaii Ul HACTYITHUX JIKapChKUX (HOpM)
1.1.1.1 Pigunu B ymakoBKax BEJIMKOTO 00’eMy

1.1.1.2 Jlioginmizatu

.1.1.3 M’sxi

.1.1.4 Pinuau B yrmakoBKax Majioro oo’emy

.1.1.5 TBepxi Ta IMIUIaHTaHTH

.1.1.6 Inmi acenTU4HO BUTOTOBJICH] IPOIYKTH (3a3HAYUTH)

1
1
1
1

1.1.2 o mignaroThcs KiHNEBiH crepuiizanii (BUpOOHMYI orepanii Ul HACTYITHUX JIIKApChKUX (OpM)
1.1.2.1. PiauHu B ynakoBKax BEIUKOIo 00’ €My

1.1.2.2. M’sixi

1.1.2.3. PinuHy B yrakoBKax Mayioro o6’emy

1.1.2.4. Tepni Ta IMITaHTaTH

1.1.2.5. IH1i npoayKTH, IO MiJNAI0ThCs KIHIIEBiH cTeprimizaiii (3a3HaUnTH)

1.1.3. Ceprudikauis cepiit

1.2 HecTepuabHi NpoayKTH

1.2.1. HecrepmiibHi IpoyKTH (BUPOOHUYI OTeparii Al HACTYITHUX JTiIKapchbKuX (Hopm)
1.2.1.1. Kancynu, TBepai

1.2.1.2. Kancynu, M’ski

1.2.1.3. XKyBanbHi rymu

1.2.1.4. ImnperHoBaHi MaTpHii

1.2.1.5. PinuHau Ju1st 30BHINTHBOTO 3aCTOCYBaHHS

1.2.1.6. Pinunu ni1s BHYTPIIHBOIO 3aCTOCYBaHHS

1.2.1.7. Meanuni razu

1.2.1.8. Inmi TBepi J1ikapchKi GOopMH

1.2.1.9. Ilpenapatu mig THCKOM

1.2.1.10. 'enepatopu pafioOHyKIIiTiB

1.2.1.11. M’siki

1.2.1.12. Cynosuropii

1.2.1.13. Tabnerkn

1.2.1.14. TpaHcaepManpHi IIacTupi

1.2.1.15. CromaTomnoriuni MaTepianu

1.2.1.16. Innni HecTepmIIbHI JIiKapchKi 3ac00H (3a3HAUUTN)

1.2.2. Ceprudikamis cepiit

1.3. BioJioriuni aikapcbki 3acodu

1.3.1. BiosnoriuHi JiKapchKi 3aco0n

1.3.1.1. Ilpenapatu kpoBi

1.3.1.2. ImyHOGiONOT19HI JiKapchKi 3ac00u

1.3.1.3. JlikapchKi 3aco0H KITITHHHOI Tepartii

1.3.1.4. Jlixapchbki 3acobu reHHo1 Tepamii

1.3.1.5. biorexHoOTI4HI JIIKapChKi 3ac00H

1.3.1.6. [Ipemapatu, eKcTparoBaHi 3 TKAaHHUH JIFOAUHH 200 TBAPUH
1.3.1.7. Jlikapcbki 3ac00M TKaHUHHO] iHXeHepil

1.3.1.8. Inmmi GionoriuHi ikapchbKi 3acodn (3a3Ha4YNTH)

1.3.2. Ceprudikamis cepiii (repenik)
1.3.2.1. IIpenapatyu kpoB.i
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1.3.2.2. ImynoGiomnoriyHi JikapchKi 3aco0n

1.3.2.3. Jlikapchbki 3acO0M KJIITHHHOI Teparii

1.3.2.4. JlikapcbKi 3acobu reHHOT Teparmil

1.3.2.5. bioTexHONOTi4HI JTiKapCchKi 3ac00H

1.3.2.6. IIpenapaty, ekcTparoBaHi 3 TKaHUH JIOJUHH a00 TBapuH
1.3.2.7. Jlikapchki 3aco0M TKAHUHHOI iHXKeHepii

1.3.2.8. Iammi 6iomoriuHi JikapchKi 3aco0u (3a3HAYUTH)

1.4. Inwi npoaykTi 260 BUPOOHUYA AiJIbHICTH
1.4.1. BupoOHHUIITBO:

1.4.1.1. IIpogyKTH 3 pOCIMHHOI CUPOBUHU

1.4.1.2. T'omeonaTiyHi npenapaTu

1.4.1.3. Inmi (3a3Ha4nTH)

1.4.2 Crepumizalisi akTHBHHX PEYOBUH/IOTIOMDKHHX PEYOBHH/TOTOBOT MPOAYKIIiT
1.4.2.1. Oinprpauis

1.4.2.2. CyxoxxapoBa cTeputi3alist

1.4.2.3. Crepwuiizariis mapom

1.4.2.4. Ximiuna

1.4.2.5. 'amMa-BUIIPOMiHIOBaHHS

1.4.2.6. EnekTpoHHO-IIpOMEHEBa

1.4.3. Iammi (3a3Ha4uTH)

1.5. lakyBaHHs

1.5.1. IlepBuHHE NaKyBaHHs

1.5.1.1. Kancynu, TBepai

1.5.1.2. Kancymu, m’s1ki

1.5.1.3. KysanbHi rymu

1.5.1.4. ImopernoBaHi MaTpuIi

1.5.1.5. Piguau 17151 30BHIIIHBOTO 3aCTOCYBaHHS
1.5.1.6. Pinuau 115 BHYTPILIHBOTO 3aCTOCYBAHHSA
1.5.1.7. MenguuHi razu

1.5.1.8. Inmmi TBepi ikapchki GopMu

1.5.1.9. Ilpenapatu mig THCKOM

1.5.1.10. I'enepaTopu pamioHYyKIiIiB

1.5.1.11. M’siki

1.5.1.12. Cynosuropii

1.5.1.13. Tabnerkn

1.5.1.14. TpancaepMaibHi IIaCTUPI

1.5.1.15. Cromaronoriuni MaTepianu

1.5.1.16. Inmi HecTepuIIbHI JiKapchKi 3aco0H (3a3HAYNTH)

1.5.2. BropuHHe naKyBaHHS

1.6. IIpoBeneHHst BUNPOOYBaHb B PAMKAX KOHTPOJIIO AKOCTi
1.6.1. Mixpo6ioJorivHi: CTepUIbHICTD

1.6.2. MikpoGionorivai: Mikpo0ioJIOoTridyHa YUCTOTA

1.6.3. ®i3uuni/ximMivuHi

1.6.4. Biosnoriusxi

2 BUPOBHMYI OMEPAIIIL - AKTUBHI ®PAPMAIIEBTUYHI IHT PEJIEHTH

2.1 BUpoO0HMUTBO AKTUBHOI PeYOBHHHU LIJIAXOM XiMiYHOI0 CHHTe3Y

2.1.1 BupoOHUITBO aKTHBHUX MPOMDKHHX PEJOBUH

2.1.2 BUpOOHHMITBO HEOUHIIIEHOTO aKTUBHOTO (hapMalleBTHYHOTO IHTPENi€HTY
2.1.3 ConeyTBOpeHHS / OUHMILCHHS: (3a3HAYUTH) (HAPUKIA, KpUCTAJi3a1lis)
2.1.4 Inmi (3a3Ha4NTH)

2.2 OTpUMAaHHS AKTUBHOI0 ()apMaleBTUYHOIO iHIPEJiEHTY 3 MPUPOAHUX JIzKepe.l
2.2.1 OTpuMaHHs pEeYOBUHU 3 POCIHH

2.2.2 OTpuMaHHS pEUYOBUHHM 3 TBAPUH

2.2.3 OTpuMaHHS pEUOBUHH 3 JIFOJCHKOI0 JKepena

2.2.4 OTpuMaHHS PSYOBHHH 3 MiHEpaJILHOTO JDKeperna

2.2.5 Moaudikaris oTpUMaHOi peYOBHHHU (3a3HAYUTH JKEPETIO )

2.2.6 OuuIileHHS OTPUMAHOI PEYOBUHU (3a3HAYUTH JPKEPEIIO)

2.2.7 Inme (3a3HaYUTH)
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2.3 BUpOOHMUTBO AKTUBHOI'0 (papMaleBTUYHOIO iHIPeli€eHTY 3 BUKOPHCTAHHAM 0ioJioriuHMX npouecis
2.3.1 depmeHTaris

2.3.2 KynbTypa KJIiTHH (3a3HaYMTH THII KJITUH) (HAIPUKIIAL, CCaBIiB / OakTepiabHi)

2.3.3 Buninenus / Ouuniesss

2.3.4 Moaudikarris

2.3.5 Inme (3a3HaYUTH)

2.4 BUpoGHMITBO CTEPUIBHOI0 AKTHBHOI'O (hapManeBTHYHOIO iHrpeaieHTy (po3ainu 2.1, 2.2, 2.3, 3an10BHIOIOThCH 32
HeoOXiaHicTIO)

2.4.1 AcenTHYHO BUTOTOBIIEHI

2.4.2 TlpenapaTw, 110 M IA0THCS KIHIICBIH CTepUTi3ailii

2.5 CryneHi 3arajbHoi 00pooku

2.5.1 Cryneni ¢i3n4H01 00p0oOKH (3a3HAYUTH)

(HanpuKIa], CyIiHHS, TOAPIOHEHHS / MIKpOHI3allis, TPOCIIOBAaHHS)

2.5.2 TlepBuHHE NaKyBaHHs (3aKyIIOPIOBaHHS / TepMETH3allis aKTUBHOTO (hapMal[eBTUYHOTO IHIPEICHTY NaKyBaJbHUM MaTepianoM,
SIKHI 3HAXOJUTHCS B IPSMOMY KOHTAKTI 3 PEYOBHHOIO)

2.5.3 BropuHHe NaKyBaHHs (PO3MIIL[EHHS [ePMETHYHOI EPBUHHOI YIIAKOBKH BCEPEIHHI 30BHILIHBOTO MAKYBAILHOI0 MaTepiaty abo
koHTelHepy. Lle Takox BKiIo4ae B cede Oyap-sike MapKyBaHHs MaTepiany 1t izeHTudikamii abo npocTexyBaHOCTI (Hymepaltist cepii)

aKTHBHOTO (hapMalleBTHIHOTO IHTPENIEHTY)
2.5.4 Ine (3a3HauuTH) (U1 Ooreparii, He OMUCAHUX BUILE)

2.6. [IpoBenenHs BUMPOOYBaHb B PAMKAaX KOHTPOJIIO AKOCTI

2.6.1. ®i3uyni/XiMiuHi BUTPOOYBaHHS

2.6.2. Mikpo06ionoriqai BUPOOYBaHHS (BUKIFOUAIOYH BUIPOOYBAHHS CTEPUIBHOCTI)
2.6.3. Mixpobiomnoriqai BUpoOyBaHHS (BKIFOYAOUH BUIIPOOYBaHHS CTEPHIIBHOCTI)
2.6.4. BionoriuHi BUIpoOyBaHHs

| 3 3BEPITAHHS

3.1 36epiraHHs TOTOBOT MPOTYKIIiT
3.2 36epiraHHsi CHPOBUHHU
3.3 30epiranHs MaTepiaiiB

’ 4 BUPOBHHUIITBO JOCIIIKYBAHUX JIIKAPCBKHUX 3ACOFIB

4.1. BupoOuuurso mikapcbkux 3aco0iB 1w L, 11, 111 pa3u kmiHIYHUX DOCTiTKEHb

Taxox poIy BHECTH 3MIHU Yy A0JATOK 110 JmueHsii (3asnauaemocs y pasi neobxionocmi enecenns smin

y 0odamok 0o niyeusii. Ingpopmayia ne nompebye @HecenHs 00 €OUHO20 0EpPAHCABHOLO peecmpy HPUOUHHUX OCiO ma
Qizuunux oci6 - nionpuemyis gioomocmei):

Oco0.,1MBi yMOBH NPOBA/I’KEHHS Special conditions for conducting of activity
AISILHOCTI

IHdopmarris 11010 KOHTPAKTHUX BUPOOHHUKIB Information about contract manufacturers of
JKApPCHKHUX 3aC00IB (nativenysanns, medicines (name, address and location of activities)
MicYe3Haxo0xHceHHs ma Micye npo8aoHNCeHH s

OisinbHOCMI)

Indopmariis 11010 KOHTPAKTHUX Information about contract laboratories (name,
Tab0paTOPIN (naiimenysanns, micyesnaxooncenns address and location of activities)

ma micye npo8aoHcents OisIbHOCHI)

Indopmaris o0 YIOBHOBaKEHHUX 0Ci0 Information about an Qualified Persons

(I1.15.)

(Full Name)

HonatkoBa iHhOpMaIs (3asnauacmbca niyenziamom y pazi neobxionocmi):
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[lpomy 3a Mmicuem/MiCIsIMH HPOBAJKEHHS TOCIOJAPCHKOI AiSUIBHOCTI MPOBECTH
MIEPEBIPKY MaTepialibHO-TEXHIYHOT 0a3u, KBali()iKOBAaHOTO TEPCOHANTY, a TaKOXX YMOB
1010 KOHTPOJIIO 3a SIKICTIO JTIKApPChKUX 3aC001B, 1110 BUPOOJISATUMYTHCS

JlomaTtkoBo 110 €IEKTPOHHOI (hopmu Oakar0 OTpUMAaTH AOJATOK 10 JHIIeH3I:
HAa TIarepoBOMY HOCI{
[Ipo pimenHs, TpUHATE 32 pe3yIbTaTaMHu PO3TISAY IT1€T 3a5BU, TPOITY ITOBITOMUTH:
HapO4HO

MTOIITOBUM BiANIPABICHHAM 32 MiCIIe3HAXO0KSHHSIM/MICIIEM TPOKUBAHHS

oDoOo O

B €JICKTPOHHOMY BUTJISII

KepiBHuk 3asiBHUKA
abo ¢izuuHa ocoda -

Hi,ZLHpI/IeMeI_[b (mimmmc) (iHiiany, Ipi3BUIIEC)
" 20 poky

(mocana oco0w, sika NpUiHIA 3asBY) (migmuc) (imimianu, npi3BuLIe)
" " 20_ pOKy

* 3rigHo 3 JTaHUMH €JIMHOTO IePKABHOTO PEECTPY IOPHANYHHUX 0Ci0 Ta (i3UYHUX OCi0 - MiAIPUEMITIB.

** Jlnsa ¢isnyHuX 0ci0, sKi uepe3 cBOi pelliriiHi NepeKOHAHHS BiIMOBIISIOTHCS Bijl HPUUHATTS PEECTPALiiHOr0 HOMepa O00JIIKOBOI KapTKH
IUTATHUKA ITOJATKIB Ta oil[ifHO MOBIJOMMIIH PO 1€ BiAIIOBIHII OpTaH, IO peallizye Aep>kaBHY ITOJATKOBY HOJITHKY, 1 MAIOTh BIIMITKY y IacIopTi, -
cepisi Ta HOMEp MacHopTa.



