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1o [Mopsinky mpoBeAeHHSI i ITBEPI>KEHHS
BIJIMOBITHOCTI YMOB BUPOOHHUIITBA
JIKapChKHUX 3aC001B BUMOTaM HaJISKHOL
BUPOOHHUYOT TPAKTUKH

(myHKT 6 po3niny I)

Hepxapauii ['ep6d Ykpainu

Ykpaina
UKRAINE

CEPTUDIKAT BIAITOBIIHOCTI YMOB BUPOBHHUIITBA JIIKAPCBKHUX
3ACOBIB BUMOI'AM HAJIEXKHOI BUPOBHUYOI TIPAKTUKH

CERTIFICATE OF GMP COMPLIANCE

Ceprudikar Ne: // Certificate No:

Crpoxk aii mo: // Valid till: 11 MM pppp

Yacruna 1

Part 1

Jep:xaBHa ciy:k0a YkpaiHu 3 JikapcbKHX 32c00iB Ta
KOHTPOJII0 32 HapKkoTukamu (depxiikciay:xoa)
3acBiguye:

HaiimenyBaHHS BUpOOHHKA, MiCIIE3HAXOKEHHS
HaiimenyBaHHS BUpOOHUYOT(MX) AUTHHUII(ITB):
Miciie npoBaXKCHHS AisTBHOCTI:

JlineH3is Ha BUPOOHUIITBO JTiKapChKUX 3ac001B

Bi,Z[ " " Ne

Micie  BUpOOHHITBA  CHCTEMAaTHYHO  MPOXOJHTH
IHCTICKTYBaHHsI 31 BCTAHOBJICHOIO TMEPIOAMYHICTIO HA
BigmoBigHicte BuMoramM GMP 3rimHo 31 BCTaHOBIEHUM
MTOPSIKOM.

3a pesynpTaTaMu IHCICKTYBaHHS IIbOTO BHPOOHHKA,
OCTaHHE 3 SKUX OYJI0 IPOBEICHE

...... [ol...... (Oama),

BCTaHOBJIEHO, 1110 BiH BIAIOBIa€ BUMOraM HaJIEKHOT
BUPOOHUYOI IIPAKTUKH, 3a3HAYCHUM B

(Hopmamuenutl akm)

[0 BiJIIOBIal0OTh BHMOTAaM HaJEKHOT NMPAKTUKH TPH
BHPOOHUIITBI i KOHTPOJIi SIKOCTI Cucremu
criBpoOiTHUIITBA (apmaneBTnaHuX iHcnekmid (PIC/S),
mupektuBaM  €C Ta pekoMmMeHaamisM  BcecBiTHBOT
oprasizanii OXOpOHH 3IOPOB'Sl BITHOCHO MPOIYKIIii, 10
[pU3HAYCHA Uil TOPTiBJII Ta AWCTPUOYIII B KpaiHi

State Service of Ukraine on Medicines and Drugs
Control (SMDC) confirms the following:

Manufacturer's name, registered place of business:
Name(s) of manufacturing site(s):
Manufacturing site address:

Manufacturing authorization for medicinal products

No.

Facilities of above mentioned manufacturer are subject
to GMP inspections at suitable intervals in accordance
with the National certification procedure.

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on

it is considered that it complies with the Good
Manufacturing Practice requirementsl referred to in the

(name of regulation document)

which is harmonized with the requirements of Good
practices in the manufacture and quality control of the
Pharmaceutical Inspection  Convention/Co-operation
Scheme (PIC/S), EU Directives, and World Health
Organization recommendations in respect of products to
be sold or distributed within the county of origin or to be




IIOXOIPKCHHA abo JJIsL CKCIOPTY.

Leit cepTudikar BigoOpakae cTaH BUPOOHHYOT TiTbHHILL
HA MOMCHT IHCIICKTYBaHHS, 3a3HAYCHOTO BHIIE, 1 HE
MOXXE  BHUKOPHUCTOBYBATHUCS I  HIiATBEPIKCHHS
BiJINIOBIJTHOCTI, SKIIO 3 MOMEHTY MPOBEACHHS I[OTO
IHCTIEKTYBaHHS IPOUIILIO OiTBIIE HiX.... POKH.

Leit cepTudikat BKIOYAE YacTUHU 1, 2 Ta TOATOK.

YuHHICTb 1IOTO cepTUdiKaTa MOKe OyTH IiATBEpIKEHA
OpraHom, 110 HOro BHIAB.

Yacruna 2

exported.

This certificate reflects the status of the manufacturing
site at the time of the inspection noted above and should
not be relied upon to reflect the compliance status if
more than..... years have elapsed since the date of that
inspection.

This certificate includes the Parts 1, 2 and Annex.

The authenticity of this certificate may be verified with
the issuing authority.

Jlikapcebki 3aco0u 1J1s1 JIIOIMHH

Part 2

Human Medicinal Products

1. BAPOBHUYI OITEPAIIII - TTKAPCBHKI
3ACOBU*

1.1. CrepunibHi JikapcbKi 3aco0u

1.1.1. Acenmuuno sueomosneri (6upodnuui onepayii 0is
HACMYRHUX JIKAPCLKUX POpM)

1.1.1.1. PinuHu B ynmakoBKax BEJIMKOIo 00'eMy
1.1.1.2. Jliodimizatu

1.1.1.3. M'ski

1.1.1.4. PinuHy B ymakoBKax Maioro o0'emy
1.1.1.5. TBepxi Ta IMIUTAaHTAHTH

1.1.1.6. Tnm1i acenTUIHO BUTOTOBJICHI JTiKaPChKi 3ac00H
(3a3HaunTH)

1.1.2. II]o niooaromwscs Kinyesii cmepunizayii
(6upodHUYI onepayii 01 HACMYNHUX JIKAPCLKUX (hopMm)

1.1.2.1. PinuHy B ynmakoBKax BEJIMKOT0 00'eMy
1.1.2.2. M'siki

1.1.2.3. PinuHy B ymakoBKax Majnoro o0'emy
1.1.2.4. TBepai Ta iMIUTAHTAHTH

1.1.2.5. Tami mikapchki 3ac00H, 10 MiTAI0ThCS
KIHIIEBi# cTeprmizaliii (3a3Ha4nTH)

1.1.3. Cepmudhixayis cepiii
1.2. HectepuibHi JlikapcbKi 3aco0u

1.2.1. Hecmepunvui nikapcwki 3acobu (8upobruyi
onepayii 0151 HACMYNHUX TIKAPCLKUX hopm)

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS*

1.1. Sterile products

1.1.1. Aseptically prepared (processing operations for
the following dosage forms)

1.1.1.1. Large volume liquids
1.1.1.2. Lyophilisates
1.1.1.3. Semi-solids

1.1.1.4. Small volume liquids
1.1.1.5. Solids and implants

1.1.1.6. Other aseptically prepared products <free text>

1.1.2. Terminally sterilised (processing operations for
the following dosage forms)

1.1.2.1. Large volume liquids
1.1.2.2. Semi-solids

1.1.2.3. Small volume liquids
1.1.2.4. Solids and implants

1.1.2.5. Other terminally sterilised prepared products
<free text>

1.1.3. Batch certification
1.2. Non-sterile products

1.2.1. Non-sterile products (processing operations for
the following dosage forms)




1.2.1.1. Kancynu, tBepai

1.2.1.2. Kancysnu, M'ski

1.2.1.3. XXyBanbHi rymMu

1.2.1.4. ImmpernoBaHi MaTpuIli

1.2.1.5. Pinunu 1u1st 30BHINIHBOTO 3aCTOCYBaHHS
1.2.1.6. Pinunu U1 BHYTPIIIHBOTO 3aCTOCYBaHHS
1.2.1.7. MenuyHi rasu

1.2.1.8. Tnmni TBepai mikapchki hopmu

1.2.1.9. Ilpenapatu iz THCKOM

1.2.1.10. 'eneparopu pagioHyKIIiiB

1.2.1.11. M'sixi

1.2.1.12. Cyno3uTopii

1.2.1.13. Tabnetkn

1.2.1.14. TpaHcnepMaibHi IIIACTHPI

1.2.1.15. Cromaronoriuni Matepiaiu

1.2.1.16. Inui HecTepuIIbHI JIiKapchKi 3ac00H
(3a3HaUNTH)

1.2.2. Cepmudpixayis cepiii

1.3. BioJioriuHi Jikapcbki 3acoou

1.3.1. Bionoeiuni nikapceki 3acobu

1.3.1.1. IlpenapaTtu KpoBi

1.3.1.2. ImyHoGionoriuHi JikapchKi 3aco0u
1.3.1.3. Jlikapchbki 3aco0u KIITHHHOT Teparrii
1.3.1.4. JlikapceKi 3aco0H TeHHOT Tepartii
1.3.1.5. BiotexHonoriuHi JiKapchKi 3aco0u

1.3.1.6. Ilpenapatu, ekcTparoBaHi 3 TKaHHUH JIOJUHHI a00
TBapuH

1.3.1.7. Jlikapchbki 3aco0u TKaHWHHOI 1H)XeHepii
1.3.1.8. Trami GionorivyHi Jikapcbki 3aco0u (3a3HAYUTH)

1.3.2. Cepmudpixayis cepiii (nepenix)

1.2.1.1. Capsules, hard shell
1.2.1.2. Capsules, soft shell
1.2.1.3. Chewing gums

1.2.1.4. Impregnated matrices
1.2.1.5. Liquids for external use
1.2.1.6. Liquids for internal use
1.2.1.7. Medicinal gases

1.2.1.8. Other solid dosage forms
1.2.1.9. Pressurised preparations
1.2.1.10. Radionuclide generators
1.2.1.11. Semi-solids

1.2.1.12. Suppositories

1.2.1.13. Tablets

1.2.1.14. Transdermal patches
1.2.1.15. Intraruminal devices

1.2.1.16. Other non-sterile medicinal product <free text >

1.2.2 Batch certification

1.3. Biological medicinal products
1.3.1. Biological medicinal products
1.3.1.1. Blood products

1.3.1.2. Immunological products
1.3.1.3. Cell therapy products
1.3.1.4. Gene therapy products
1.3.1.5. Biotechnology products

1.3.1.6. Human or animal extracted products

1.3.1.7. Tissue engineered products
1.3.1.8. Other biological medicinal products <free text >

1.3.2. Batch certification (list of product types)




1.3.2.1. Ilpenapatu KpoBi

1.3.2.2. ImyHoOiosoriuHi JlikapchKi 3acoou
1.3.2.3. JlikapchKki 3aco0m KIIITHHHOI Teparmii
1.3.2.4. JlikapchKki 3aco0u TeHHOI Tepartii
1.3.2.5. biotexHonoriuHi JiKapchKi 3aco0u

1.3.2.6. Ilpenapaty, ekcTparoBaHi 3 TKaHHH JIIOAWHHU 200
TBapuH

1.3.2.7. Jlikapchki 3ac00M TKAaHWHHOI 1HXKeHepil
1.3.2.8. Tnmi GiostorivuHi Jlikapchki 3aco0u (3a3HAYUTH)

1.4. Inwi gikapcbki 3aco0u a00 BUpoOHN4a
AiAbHICTH

1.4.1. Bupobrnuymso.

1.4.1.1. JlikapceKi 3aco0H 3 pOCITMHHOI CHPOBUHU
1.4.1.2. TomeonaTuyHi JTikapchki 3aco0n

1.4.1.3. Iami (3a3Ha4nTH)

1.4.2 Cmepunizayis akmusHux pe4osuH/00nOMidNCHUX
PEUOBUH/20MOB0T NPOOYKYTT

1.4.2.1. ®inprparis

1.4.2.2. CyxoxapoBa cTepuIIi3altis
1.4.2.3. Crepumizariist mapom
1.4.2.4. Ximiyna

1.4.2.5. Tamma-BUIIPOMIHIOBaHHS
1.4.2.6. EnexTpoHHO-TIpOMEHEBA
1.4.3. Tami (3a3Ha9UTH)

1.5. lakyBanHs

1.5.1. Ilepsunne naxyeanus
1.5.1.1. Kancynu, TBep/i

1.5.1.2. Kancynu, M'aki

1.5.1.3. XXyBampHi rymu

1.5.1.4. IMnpersoBaHi MaTpHIIi

1.5.1.5. Pinuan 11 30BHINIHBOTO 3aCTOCYBAaHHS

1.3.2.1. Blood products

1.3.2.2. Immunological products
1.3.2.3. Cell therapy products
1.3.2.4. Gene therapy products
1.3.2.5. Biotechnology products

1.3.2.6. Human or animal extracted products

1.3.2.7. Tissue engineered products
1.3.2.8. Other biological medicinal products <free text >

1.4. Other products or processing activity

1.4.1. Manufacture of:

1.4.1.1. Herbal products
1.4.1.2. Homoeopathic products
1.4.1.3. Other <free text >

1.4.2. Sterilisation of active
substances/excipients/finished product:

1.4.2.1. Filtration

1.4.2.2. Dry heat

1.4.2.3. Moist heat

1.4.2.4. Chemical

1.4.2.5. Gamma irradiation
1.4.2.6. Electron beam
1.4.3. Others <free text>
1.5. Packaging

1.5.1. Primary packing
1.5.1.1. Capsules, hard shell
1.5.1.2. Capsules, soft shell
1.5.1.3. Chewing gums
1.5.1.4. Impregnated matrices

1.5.1.5. Liquids for external use




1.5.1.6. Pinunu U1 BHYTPIIIHBOTO 3aCTOCYBaHHS
1.5.1.7. MeanuHi ra3u

1.5.1.8. Tnmi TBepai mikapchki hopmu

1.5.1.9. Tlpenaparu mig THCKOM

1.5.1.10. I'eneparopu pagioHyKIIiiB

1.5.1.11. M'siki

1.5.1.12. Cyno3swuropii

1.5.1.13. Tabnetkn

1.5.1.14. TpancaepMaibHi uIacTupi

1.5.1.15. Cromarosoriuni Marepianu

1.5.1.16. Iamri HecTepmITbHI JIiIKapchKi 3aco0n
(3a3Ha4NTH)

1.5.2. Bmopunne naxysanus

1.6. IlpoBeaeHHst BUNPOOYBaHb B paMKaX KOHTPO.II0
SIKOCTI

1.6.1. MikpoOioJoriuHi: CTEpHIBbHICTD

1.6.2. Mikpo0bioJioriuHi: Mikpo06ioJOoriyHa 9ucToTa
1.6.3. ®izugni/XiMivHI

1.6.4. bionoriuxi

2. BAPOGHUYI ONEPAIIII - AKTUBHI
OAPMALNEBTUYHI IHT'PEAICHTH*

AxtuBHUI(1) papmanieBTnaHUA(1) iHTpemieHT(M):

2.1. BupoOHUITBO AKTHBHOI PEYOBHUHM LIIAXOM
XiMIYHOT0 CHHTE3y

2.1.1. BupoOHHIITBO aKTUBHUX NPOMIKHUX PEIOBUH

2.1.2. BupoOHUIITBO HEOUHIIIEHOTO aKTUBHOTO
(hapManeBTHYHOTO IHTPEIi€HTa

2.1.3. ConeyTBopeHHS / OUMIICHHS: (3a3HAYNTH)
(HampuKIIa1, KpUCTAITi3allis)

2.1.4. Tnui (3a3HaYUTH)

2.2. OTpuMaHHA AKTUBHOI0 (hapManeBTUYHOT O
IHrpeieHTa 3 IPUPOIHMX AAxKepes

2.2.1. OTpuMaHHS PEUYOBHHHU 3 POCIUH

1.5.1.6. Liquids for internal use
1.5.1.7. Medicinal gases

1.5.1.8. Other solid dosage forms
1.5.1.9. Pressurised preparations
1.5.1.10. Radionuclide generators
1.5.1.11. Semi-solids

1.5.1.12. Suppositories

1.5.1.13. Tablets

1.5.1.14. Transdermal patches
1.5.1.15. Intraruminal devices

1.5.1.16. Other non-sterile medicinal products <free text
>

1.5.2. Secondary packing

1.6. Quality control testing

1.6.1. Microbiological: sterility
1.6.2. Microbiological: non-sterility
1.6.3. Chemical/Physical

1.6.4. Biological

2. MANUFACTURING OPERATIONS - ACTIVE
SUBSTANCES

Active Substance(s):

2.1. Manufacture of Active Substance by Chemical
Synthesis

2.1.1. Manufacture of active substance intermediates

2.1.2. Manufacture of crude active substance

2.1.3. Salt formation / Purification steps: <free text> (e.g.
crystallisation)

2.1.4. Other <free text>

2.2. Extraction of Active Substance from Natural
Sources

2.2.1. Extraction of substance from plant source




2.2.2. OTpuMaHHs PEeYOBUHH 3 TBAPUH
2.2.3. OTpuMaHHsI PEUYOBUHH 3 JIIOJICBKOTO JKEpeia
2.2.4. OTpuMaHHS PSUOBHUHU 3 MiHEPATLHOTO JKepera

2.2.5. Moaudikariisi OTpMaHOi peYOBUHM (3a3HAYUTH
JDKEPeTo)

2.2.6. OunIeHHs OTPUMaHOI PEUYOBHHH (3a3HAUNUTH
JDKEPETo)

2.2.7. Inwe (3a3Ha4uTH)

2.3. BupoOHHUIITBO AKTHBHOI0 (p)apMaleBTHYHOTO
IHrpefieHTa 3 BHKOPHCTAHHAM 0i0JIOTiYHMX mpoueciB

2.3.1. ®epmenrartis

2.3.2. KynbTypa KIITHH (3a3HAYUTH TUTT KIITHH)
(HampukIazd, ccaBIliB / OakTepiaibHi)

2.3.3. Bungineuns / OunineHHs
2.3.4. Momudixanis
2.3.5. Inme (3a3Ha4nTH)

2.4. BUpOOHMUTBO CTEPUIBHOT0 AKTHBHOI0
dpapmaneBTyHOrO iHrpeaienTa (po3aiam 3.1, 3.2, 3.3,
3aMOBHIOKTHCS 32 HEOOXiTHOCTI)

2.4.1. AcennTHYHO BUTOTOBJIEH]

2.4.2. Tlpemapatu, mo MiIIar0ThCs KiHIECBIH
crepuizamii

2.5. CryneHi 3arajbHoi 00po0KkH

2.5.1 Cryneni ¢i3nuHOi 00p0oOKH (3a3HAYUTH)
(HampuKIaa, CYIIiHHSA, MOAPIOHEHHS / MIKpOHI3aIlisd,
TIPOCIIOBaHH)

2.5.2. IlepBuHHE NTakyBaHHS (3aKyNOPIOBAHHS /
repMeTH3allisi aKTUBHOTO (hapMaleBTHYHOTO iHIpeieHTa
NaKyBaJILHUM MaTepialioM, sIKUil 3HaXOIUTHCS B
NPSIMOMY KOHTAKTi 3 pEYOBHHOIO)

2.5.3. BropunHe nakyBaHHS (pO3MIIIEHHS T€PMETHIHOT
NIEPBUHHOI YIIAaKOBKH BCEPEMHI 30BHIIIHHOTO
NaKyBaJILHOTO MaTepiany abo xoHTeliHepa. Lle Takox
BKJIIOUYa€ B cebe Oy/b-aKe MapKyBaHHs MaTepiairy A
ineHTudikarii abo MPocTeKyBaHOCTI (HyMepallist cepii)
AKTHBHOTO (hapMalleBTUYHOTO IHIpEeliEHTA)

2.5.4. Inme (3a3HaunTH) (U1 Oneparii, He OIUCaHUX
BHILIE)

2.6. IIpoBenenHs BUNPOOYBaHb B PAMKAaX KOHTPOJIIO
SIKOCTI

2.2.2. Extraction of substance from animal source
2.2.3. Extraction of substance from human source
2.2.4. Extraction of substance from mineral source

2.2.5. Modification of extracted substance <specify
source >

2.2.6. Purification of extracted substance <specify source
>

2.2.7. Other <free text>

2.3. Manufacture of Active Substance using
Biological Processes

2.3.1. Fermentation

2.3.2. Cell Culture <specify cell type> (e. g. mammalian
/ bacterial)

2.3.3. Isolation / Purification
2.3.4. Modification
2.3.5. Other <free text>

2.4. Manufacture of sterile active substance (sections
3.1, 3.2, 3.3. to be completed as applicable)

2.4.1. Aseptically prepared

2.4.2. Terminally sterilized

2.5. General Finishing Steps

2.5.1. Physical processing steps < specify > (e. g. drying,
milling / micronisation, sieving)

2.5.2. Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct
contact with the substance)

2.5.3. Secondary Packaging (placing the sealed primary
package within an outer packaging material or container.
This also includes any labelling of the material which
could be used for identification or traceability (lot
numbering) of the active substance)

2.5.4. Other <free text> (for operations not described
above)

2.6. Quality Control Testing




2.6.1. ®i3nyHi/XiMi4HI BUIIPOOYBaHHS

2.6.2. MikpobiosioriuHi BUpoOyBaHHS (BUKJIIOUAIOUX
BUIPOOYBaHHS CTEPUIILHOCTI)

2.6.3. Mikpo0iooriuHi BUTIpoOyBaHHS (BKJIIOYAIOYH
BUIIPOOYBaHHS CTEPUIILHOCTI)

2.6.4. bionoriuHi BUIIPOOYBaHHS

3. IHIIA ATAJIBHICTD - AKTUBHI
DOAPMALNEBTHUYHI IHTPEJAI€EHTH (3a3nauutn) *

Bynp-ski oOMexxeHHsI a00 MOSCHEHHS, 1[0 MAIOTh
BIZIHOLLIEHHS JI0 1IbOT0 cepTudikara:

2.6.1. Physical / Chemical testing

2.6.2. Microbiological testing (excluding sterility testing)

2.6.3. Microbiological testing (including sterility testing)

2.6.4. Biological Testing

3. OTHER ACTIVITIES -
ACTIVE SUBSTANCES <free text>

Any restrictions or clarifying remarks related to the
scope of this certificate:

MiIKC BiAnoBiganeHoi ocoou, M. I1.

Jep:xkaBHa cayx0a YkpaiHu 3 JiKapcbKuX 3aco0iB Ta

KOHTPOJIIO 32 HADKOTUKAMHA

Micre3HaxoKEHHS:
Ten.:

daxc:
www.dls.gov.ua

* 3aIIUTH TOTpiOHE.

(Popma 2)

signature of the Executive officer (see left)

State Service of Ukraine on Medicines
and Drugs Control

Address:

Phone:

Fax:
www.dls.gov.ua

This English translation is for reference only and is not part
of the official certificate

Howmep cropinku / 3aranbHa KiTbKICTh CTOPIHOK

HepxxaBuuii 'ep6 Ykpainu

YKPATHA
UKRAINE

CEPTU®IKAT BIAIIOBIIHOCTI YMOB BUPOBHUIITBA JIIKAPCBKUX 3ACOBIB
BHUMOI'AM HAJIEXKHOI BUPOGHUUYOI IPAKTUKH
CERTIFICATE OF GMP COMPLIANCE

Ceprudikar Ne: // Certificate No:

Yacruna 1

Crpox aii mo: // Valid till: 1x mm pppp

Jep:xaBHa ciy:k0a YkpaiHu 3 JikapcbKHX 32c00iB Ta
KOHTPOJII0 32 HapKoTukamu (depxiikcay:koa)
3acBiguye:

HaiimenyBaHHs BUpOOHHKA, MiCIIC3HAXOIKCHHS

Part 1

State Service of Ukraine on Medicines and Drugs
Control (SMDC) confirms the following:

Manufacturer's name, registered place of business:




HaiimenyBaHHs BUpOOHUYOT(MX) AUTHHUIII(ITB):
Miciie npoBaXKCHHS AisITbHOCTI:
JlineH3is Ha BUPOOHUIITBO JiKapChKUX 3ac001B

Bi,Z[ " " Ne

3a pe3ynpTaTaMyd  AWCTAHIIWHOI  OLIHKK  HBOTO
BUpOOHMKa, sKa OyJa ImpoBeaeHa

...... [cil..... (Oama),

BCTaHOBJIEHO, 1110 BiH BIAIOBIa€ BUMOraM HaJIEKHOT
BUPOOHUYOT IPAKTUKH, 3a3HAYCHUM B

(Hopmamuenutl akm)
[eti cepTudikar BKIOYAaE YaCTUHU 1, 2 Ta TOAATOK.

YunHHICTb IBOTO cepTUdikaTa Moxe OyTH MmiATBEpDKEHA
OpraHoMm, 110 WOTro BH/IAB.

Name(s) of manufacturing site(s):
Manufacturing site address:
Manufacturing authorization for medicinal products

No.

From the knowledge of remote assessment

it is considered that it complies with the Good
Manufacturing Practice requirementsl referred to in the

(name of regulation document)
This certificate includes the Parts 1, 2 and Annex.

The authenticity of this certificate may be verified with
the issuing authority.

YacTuna 2

Part 2

JlikapchbKi 3aco0m 11 JTHOIMHA

Human Medicinal Products

1. BAPOBHUYI OITEPAIIII - TIKAPCBHKI
3ACOBH*

1.1. CrepunibHi JikapcbKi 3aco0u

1.1.1. Acenmuuno sueomosneni (6upodnuui onepayii 0is
HACMYRHUX JIKAPCLKUX POpM)

1.1.1.1. Pinuau B ymakoBKaxX BEITUKOTO 00'eMy
1.1.1.2. JTliodimizatu

1.1.1.3. M'ski

1.1.1.4. Pinuay B ymakoBKax Maioro o0'emy
1.1.1.5. TBepai Ta iMIUTAHTAHTH

1.1.1.6. THmmi acenTUIHO BUTOTOBJICHI JTiKapPChKi 3ac00H
(3a3HaYnTH)

1.1.2. ll]o niodaromscs Kinyesiu cmepunizayii
(6upodHUYI onepayii 01 HACMYNHUX JAIKAPCLKUX (hopMm)

1.1.2.1. PinuHy B ynmakoBKax BEJIMKOT0 00'eMy
1.1.2.2. M'siki

1.1.2.3. PinuHu B yrmakoBKax Majioro o0'emy

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS*

1.1. Sterile products

1.1.1. Aseptically prepared (processing operations for
the following dosage forms)

1.1.1.1. Large volume liquids
1.1.1.2. Lyophilisates
1.1.1.3. Semi-solids

1.1.1.4. Small volume liquids
1.1.1.5. Solids and implants

1.1.1.6. Other aseptically prepared products <free text>

1.1.2. Terminally sterilised (processing operations for
the following dosage forms)

1.1.2.1. Large volume liquids
1.1.2.2. Semi-solids
1.1.2.3. Small volume liquids

1.1.2.4. Solids and implants




1.1.2.4. TBepxi Ta IMIUIAaHTAHTH

1.1.2.5. Inmii sikapchKi 3aco0u, 0 MiAIal0ThCs
KiHIEBil creprtizanii (3a3Ha41TH)

1.1.3. Cepmudpirxayis cepiti
1.2. HecTepuabHi JikapcbKi 3acoou

1.2.1. Hecmepunbni nikapchbKi 3acodu (6upobHuuyi
onepayii 0151 HACMYNHUX TIKAPCLKUX hopm)

1.2.1.1. Kancynu, TBepai

1.2.1.2. Kancysnu, M'ski

1.2.1.3. XXyBanbHi rymMu

1.2.1.4. ImnperHoBaHi MaTpuIli

1.2.1.5. Pinunu 1u1st 30BHINIHBOTO 3aCTOCYBaHHS
1.2.1.6. Pinunau U1 BHYTPIIIHBOTO 3aCTOCYBaHHS
1.2.1.7. MenuuHi ra3u

1.2.1.8. Inmi TBepai Jikapceki GopMu

1.2.1.9. Ilpenapatu iz THCKOM

1.2.1.10. 'eneparopu pagioHyKIIiiB

1.2.1.11. M'sixi

1.2.1.12. Cyno3utopii

1.2.1.13. Tabnerku

1.2.1.14. TpaHcnepManbHi IIIACTHPI

1.2.1.15. Cromaromnoriuni Matepiaiu

1.2.1.16. Inmri HecTepuIIbHI JIiIKapCchKi 3aco0n
(3a3HaUNTH)

1.2.2. Cepmudpixayis cepiii

1.3. BioJioriuHi Jikapcbki 3acoou

1.3.1. Bionoeiyni aikapcoki 3acobu

1.3.1.1. IlpenapaTu KpoBi

1.3.1.2. ImyHOOi0JIOTI4HI JIKapChKi 3aCO0H
1.3.1.3. Jlikapchbki 3aco0u KJIITHHHOT Teparrii

1.3.1.4. Jlikapceki 3aco0u reHHOI Teparil

1.1.2.5. Other terminally sterilised prepared products
<free text>

1.1.3. Batch certification
1.2. Non-sterile products

1.2.1. Non-sterile products (processing operations for
the following dosage forms)

1.2.1.1. Capsules, hard shell
1.2.1.2. Capsules, soft shell
1.2.1.3. Chewing gums

1.2.1.4. Impregnated matrices
1.2.1.5. Liquids for external use
1.2.1.6. Liquids for internal use
1.2.1.7. Medicinal gases

1.2.1.8. Other solid dosage forms
1.2.1.9. Pressurised preparations
1.2.1.10. Radionuclide generators
1.2.1.11. Semi-solids

1.2.1.12. Suppositories

1.2.1.13. Tablets

1.2.1.14. Transdermal patches
1.2.1.15. Intraruminal devices

1.2.1.16. Other non-sterile medicinal product <free text >

1.2.2 Batch certification

1.3. Biological medicinal products
1.3.1. Biological medicinal products
1.3.1.1. Blood products

1.3.1.2. Immunological products
1.3.1.3. Cell therapy products
1.3.1.4. Gene therapy products

1.3.1.5. Biotechnology products




1.3.1.5. biotexHonoriuHi JiKapchbKi 3aco0u

1.3.1.6. IIpenapatu, eKkCTparoBaHi 3 TKAHHUH JIFOJJUHA 200
TBapUH

1.3.1.7. Jlikapchki 3aco0M TKAaHWHHOI 1HXKeHePil
1.3.1.8. Tumi GiosrorivuHi Jlikapchki 3aco0M (3a3HAYUTH)
1.3.2. Cepmudpixayis cepiii (nepenix)

1.3.2.1. Ilpenapatu KpoBi

1.3.2.2. ImyHOGioNOTi4HI JIiKapChKi 3acO0H

1.3.2.3. JlikapchKki 3aco0m KIIITHHHOI Teparmii

1.3.2.4. JlikapceKi 3aco0u reHHOI Teparmii

1.3.2.5. BioTeXHOOTI4HI JiIKapChKi 3ac00H

1.3.2.6. Ilpenapaty, ekcTparoBai 3 TKaHHUH JIIOAWHHU 200
TBapuH

1.3.2.7. Jlikapchbki 3aco0u TKaHWHHOI 1HXKeHepii
1.3.2.8. Inmi 6ionorivyHi JiKapcbki 3aco0u (3a3HAYUTH)

1.4. Inwi gikapcbki 3acodu a00 BUpoOHNYa
TiSIBHICTH

1.4.1. Bupobrnuymso.

1.4.1.1. Jlixapcbki 3ac00u 3 pOCTIHMHHOI CHPOBUHH
1.4.1.2. TomeonaTuyHi JTikapchki 3aco0u

1.4.1.3. Tammi (3a3HA4HATH)

1.4.2 Cmepunizayia akmusHux pe4osut / 0oOnoMisHcHux
PEeUOBUH/20mMO080T NPOOYKYTT

1.4.2.1. ®inprpamis

1.4.2.2. CyxoxapoBa cTepuii3altis
1.4.2.3. Crepumizariist mapom
1.4.2.4. XimiuHa

1.4.2.5. TaMmma-BUIIPOMIHIOBaHHS
1.4.2.6. EnexTpoHHO-TIpOMEHEBa
1.4.3. Inmui (3a3Ha4nTH)

1.5. lakyBanHs

1.3.1.6. Human or animal extracted products

1.3.1.7. Tissue engineered products

1.3.1.8. Other biological medicinal products <free text >
1.3.2. Batch certification (list of product types)

1.3.2.1. Blood products

1.3.2.2. Immunological products

1.3.2.3. Cell therapy products

1.3.2.4. Gene therapy products

1.3.2.5. Biotechnology products

1.3.2.6. Human or animal extracted products

1.3.2.7. Tissue engineered products
1.3.2.8. Other biological medicinal products <free text >

1.4. Other products or processing activity

1.4.1. Manufacture of:

1.4.1.1. Herbal products
1.4.1.2. Homoeopathic products
1.4.1.3. Other <free text >

1.4.2. Sterilisation of active substances /
excipients/finished product:

1.4.2.1. Filtration

1.4.2.2. Dry heat

1.4.2.3. Moist heat
1.4.2.4. Chemical

1.4.2.5. Gamma irradiation
1.4.2.6. Electron beam
1.4.3. Others <free text>
1.5. Packaging

1.5.1. Primary packing




1.5.1. Ilepsunne naxyeanus

1.5.1.1. Kancysu, tBepai

1.5.1.2. Kancymm, m'siki

1.5.1.3. XXyBanbHi rymMu

1.5.1.4. ImnpernoBani MaTpui

1.5.1.5. PinuHu 11st 30BHINIHBOTO 3aCTOCYBaHHS
1.5.1.6. Pinuau as1s BHYTPINTHBOTO 3aCTOCYBAHHS
1.5.1.7. Meanuni rasu

1.5.1.8. Inmi TBepai Jikapchbki popmu

1.5.1.9. Ilpenapatu iz THCKOM

1.5.1.10. I'erepaTopu pamioHyKIiIiB

1.5.1.11. M'siki

1.5.1.12. Cyno3uropii

1.5.1.13. Tabnerku

1.5.1.14. TpancaepMaibHi MIaCTHPI

1.5.1.15. Cromaronoriuni Matepiaiu

1.5.1.16. Ixmri HecTepUITBHI JIIKAPCHKi 3aCO0H
(3a3HAUNTH)

1.5.2. Bmopunne naxysaums

1.6. lIpoBenenHst BUNPOOYBaHb B PAMKAX KOHTPOJIIO
SIKOCTI

1.6.1. Mikpo0ioJoriuHi: CTepUIbHICTh

1.6.2. Mikpo6iosoriuHi: Mikpo0iooTi4Ha YUCTOTa
1.6.3. ®iznuHi/XiMivHI

1.6.4. Bionoriuni

2. BUPOBHUYI OITEPAIIIL - AKTUBHI
DOAPMALNEBTUYHI IHT'PEAICHTHU*

AxTuBHuii(1) hapmaneBTHIHUI(1) IHTpeIiEHT(N):

2.1. BUpoOHMUTBO AKTMBHOI Pe4OBMHM HIJISIXOM
XiMiYHOTO CHHTE3y

2.1.1. BupoOHHUITBO aKTUBHUX MPOMIKHUX PEYOBUH

2.1.2. BupoOHHIITBO HEOYHIIICHOTO AaKTHBHOTO

1.5.1.1. Capsules, hard shell
1.5.1.2. Capsules, soft shell
1.5.1.3. Chewing gums

1.5.1.4. Impregnated matrices
1.5.1.5. Liquids for external use
1.5.1.6. Liquids for internal use
1.5.1.7. Medicinal gases

1.5.1.8. Other solid dosage forms
1.5.1.9. Pressurised preparations
1.5.1.10. Radionuclide generators
1.5.1.11. Semi-solids

1.5.1.12. Suppositories

1.5.1.13. Tablets

1.5.1.14. Transdermal patches
1.5.1.15. Intraruminal devices

1.5.1.16. Other non-sterile medicinal products <free text
>

1.5.2. Secondary packing

1.6. Quality control testing

1.6.1. Microbiological: sterility
1.6.2. Microbiological: non-sterility
1.6.3. Chemical/Physical

1.6.4. Biological

2. MANUFACTURING OPERATIONS - ACTIVE
SUBSTANCES

Active Substance(s):

2.1. Manufacture of Active Substance by Chemical
Synthesis

2.1.1. Manufacture of active substance intermediates

2.1.2. Manufacture of crude active substance




(hapMaLeBTHYHOTO HIpe/ieHTa

2.1.3. ConeyTBOpeHHS / OUUIICHHS: (3a3HAYUTH)
(HampuKIIa, KpUCTAIII3aLlist)

2.1.4. Tnuri (3a3Ha4UTH)

2.2. OTpuMaHHsI aKTUBHOTO (apMalleBTUIHOTO
iHrpemieHTa 3 NPUPOIHUX JKepes

2.2.1. OTpuMaHHS PEYOBHUHU 3 POCITHH

2.2.2. OTpuMaHHS PEUOBHHU 3 TBAPHH

2.2.3. OTpUMaHHsI PEUYOBUHH 3 JIIOJICBKOTO JKEpea
2.2.4. OTpuMaHHS PEUOBHUHU 3 MiHEPATLHOTO JKepera

2.2.5. Moaudikariisi OTpMaHOi peYOBUHM (3a3HAUYUTH
JDKEpeTo)

2.2.6. OuniieHHs OTPUMaHOI PEUYOBHHH (3a3HAUNUTH
JDKEPETo)

2.2.7. Inwe (3a3Ha4UTH)

2.3. BupoOHHUIITBO aKTHBHOI0 (h)apMaleBTUYHOTO
IHrpenieHTa 3 BHKOPHCTAHHAM 0i0JIOTiYHHMX poueciB

2.3.1. ®epmenrartis

2.3.2. KynbTypa KIIITHH (3a3HAYUTH TUT KIITHH)
(HampukIazd, ccaBIliB / OakTepiabHi)

2.3.3. Bunienns / Ouuinenss
2.3.4. Monmudixanis
2.3.5. Inmre (3a3Ha4nTH)

2.4. BUpoOHULTBO CTEPUJILHOI0 AKTUBHOI0
dpapmaneBTuyHoOro0 iHrpeaienTa (po3ainm 3.1, 3.2, 3.3,
3aMOBHIOKTHCS 32 HEOOXiTHOCTI)

2.4.1. AcennTHYHO BUTOTOBJIEH]

2.4.2. Tlpemapatu, mo MiAIar0ThCs KiHIECBIH
cTepuTizamii

2.5. CryneHi 3arajbHoi 00po0KkH

2.5.1 Cryneni ¢iznunoi 00poOKH (3a3HAYUTH)
(HampuKIaj, CyLIiHHS, NOAPIOHEHHS / MIKpOHi3allis,
TIPOCIIOBaHH)

2.5.2. IlepBuHHE NakyBaHHS (3aKyNOPIOBaHHS /
repMeTH3allisl aKTUBHOTO (hapMaleBTHYHOTO iHIpeieHTa
MaKyBJILHUM MaTepialioM, SIKHil 3HaXOIUTHCS B
NPSIMOMY KOHTAKTi 3 pEYOBHHOIO)

2.1.3. Salt formation / Purification steps: <free text> (e.
g. crystallisation)

2.1.4. Other <free text>

2.2. Extraction of Active Substance from Natural
Sources

2.2.1. Extraction of substance from plant source

2.2.2. Extraction of substance from animal source
2.2.3. Extraction of substance from human source
2.2.4. Extraction of substance from mineral source

2.2.5. Modification of extracted substance <specify
source >

2.2.6. Purification of extracted substance <specify source
>

2.2.7. Other <free text>

2.3. Manufacture of Active Substance using
Biological Processes

2.3.1. Fermentation

2.3.2. Cell Culture <specify cell type> (e. g. mammalian
/ bacterial)

2.3.3. Isolation / Purification
2.3.4. Modification
2.3.5. Other <free text>

2.4. Manufacture of sterile active substance (sections
3.1, 3.2, 3.3. to be completed as applicable)

2.4.1. Aseptically prepared

2.4.2. Terminally sterilized

2.5. General Finishing Steps

2.5.1. Physical processing steps < specify > (e. g. drying,
milling / micronisation, sieving)

2.5.2. Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct
contact with the substance)

2.5.3. Secondary Packaging (placing the sealed primary
package within an outer packaging material or container.




2.5.3. BropuHHe nakyBaHHs (pO3MILLIEHHS FepMETHYHOT
MEpBUHHOI YIIAaKOBKH BCEPEMHI 30BHIIIHHOTO
MaKyBaJIFHOTO MaTepiainy abo koHTeiHepa. Lle Takox
BKITIOYa€ B ceOe OyIp-sike MapKyBaHHS MaTepiary st
imeHTHdiKaIil a00 poCcTeXyBaHOCTI (HyMeparlis cepii)
aKTUBHOTO (papMaIleBTUIHOTO iHIPEHi€HTA)

2.5.4. Tnmre (3a3HaunTH) (17151 OTIepariiii, He OMMCaHuX
BHIIIE)

2.6. IIpoBenennss BUNPOOyBaHb B PAMKAX KOHTPOJIIO
SIKOCTI

2.6.1. ®i3nyHi/XiMi4HI BUIIPOOYBaHHS

2.6.2. MikpobiosioriuHi BUpoOyBaHHS (BUKJIIOYAIOUX
BUIPOOYBaHHS CTEPUIILHOCTI)

2.6.3. MikpoOGiomnoriuni BUnpoOyBaHHS (BKIIIOYAI0UN
BHIIPOOYBaHHSA CTEPIIIEHOCTI)

2.6.4. bionoriuHi BUIPOOYBaHHS

3. IHIIA JIAJBHICTD - AKTUBHI
DOAPMALNEBTHYHI IHTPEJIEHTH (3a3nauutn)*

Bynp-siki oOMexxeHHsI a00 MOSCHEHHS, 1[0 MAIOTh
BiJTHOIICHHS JI0 IOTO CepTU(iKaTa:

JepxaBHa ciay:k0a Ykpainu 3 jgdikapchbkux 3aco0iB Ta
KOHTPOJIIO 32 HAPDKOTHKAMHU

MicuesHaxomerHs{:
Temn.:

daxc:
www.dls.gov.ua

* 3anmumuTH MoTpioHEe.

This also includes any labelling of the material which
could be used for identification or traceability (lot
numbering) of the active substance)

2.5.4. Other <free text> (for operations not described
above)

2.6. Quality Control Testing

2.6.1. Physical / Chemical testing

2.6.2. Microbiological testing (excluding sterility testing)

2.6.3. Microbiological testing (including sterility testing)

2.6.4. Biological Testing

3. OTHER ACTIVITIES - ACTIVE SUBSTANCES
<free text>

Any restrictions or clarifying remarks related to the
scope of this certificate:

State Service of Ukraine on Medicines and Drugs Control

Address:

Phone:

Fax:
www.dls.gov.ua

This English translation is for reference only and is not part
of the official certificate

Howmep cropinku / 3aransHa KiTbKiCTh CTOPIHOK

{looamox 3 6 pedaxyii Haxazy Minicmepcmea oxoponu 300pos’s Ne 1346 6io 09.06.2020}
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