JIEP)KABHA CJYXBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

rpos. Hanii Caitanusoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €IPTIOY 37079055

BUCHOBOK
npo sikicTh BBE3CHOr0 B YKpaiuy JlikapcbKoro 3acody

28.02.2025 Ne 9981/25/26

CKIH-KATI

(uatimenyBanis ikapcbkoro 3acoly 3riano 3 peccTpauifiiuM nocRiaIeHHAM)
kpem 0,2%, mo 50 r y nostieTuaeHoBIi ry6i; mo 1 Ty6i B kapToHHIi yIaKoBui

(thopma BUIYCKY, K03y BalHs, BUA NAKyBaHI JHKapCLKOro 3ac00y)

Homep peecTpauiftHoro nocsiaueH s UA/3789/02/01 crpok aii peecTpauifHOTO NOCBINHEHHS HeoOMemeHUH

Cepis nikapchkoro 3acoby Ne 2501 KinbkicTs BBE3EHOTO ikapebkoro 3acoby 16000
BupoGHHK B. BPAYH MEJIIKAJI C.A., Icnanig
(HaMMenyBatHs BUPOCHHKA JIKapCLKOTO 3ac00y, KpaiHa NOXOMKEHHA)
Beeseno B Ykpaity CuijibHe YKpailichbK0-eCTOHCHKE MIPHEMCTBO Y dopmi ToapucTea
3 o6Mesxenolo BixnosigansuicTio 'OnTima-Papm, JTO", inenr. koa:
21642228

(nakmenrysanns Ta koa 3a €JIPTIOY ropuaManol ocotu abo npissuue, iM's, no Garbkosi QizpuHOl
0coBH - HANpUEML, 11 MicLe NPOXUBAIINA TA peectpatlitinuii omep 061ikoBOT KAPTKK NNATHUKA
flonaTkKis abo cepis Ta HOMEP nacrnopra)

TIpoTOKON Bi3yanbLHOro KOHTPOIIO Bilt 28.02.2025 N 580/01.10-25/1.

3a  pesynsTaTAMH  AEPIKABHOTO KOHTPOMIO  BCTAHOBACHO, WO mikapchkuit  3aci6  Bmeseno B VYipaiuy 3
JOTPHMAHHAM BUMOT 3aKOHOJABCTBA LWOAO 3a6eaneucHHs AKOCTI NiKAPCHKIX 3aC00iB.
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57, boulevard de la République
Lspace Lumiére, Bitiment 3
78400-CHATOU/ FRANCE

t&li 01 30 71 93 60

fax: 01 30 53 47 63
PR-47411457524 BORL: FR41149732400011 S e A RS 111 3 S i

CEPTU®IKAT AKOCT!I
QUALITY CERTIFICATE

Haaga [13: Ckin-Kan, kpem 0,2 % Name of drug: Skin - Cap Cream, 0.2 %

Kpaita BupobHuUK: IcnaHis The country of manufacture: Spain

Nikapcbka dopma: kpem Dosage form: cream

Cuna gii (nosyBaHHRA): 1 r Kpemy MiCTUTb LUHKY Strength (dosage): 1 g of cream contains zinc
niputioHaTty 2 mr pyrithione 2 mg

Ynakoska : Packaging:

Mo 50 r kpemy B nonieTuneHoBil Tybi, y KapTOHHIN 50 g of cream in a polyethylene tube in a cardboard
ynakosj package

PeectpauiiHe noceiadeHHs: Ne UA/3789/02/01. Hakas | Marketing Authorization: UA [/ UA/3789/02/01.

MOS Ykpaixu Ne 1680 sig 06.08.2021 Ukrainian MOH Order Ne 1680 dd 06.08.2021
(BescTtpokose) (Indefinite)

Cepisi: 2501 Batch: 2501

Posmip cepii: 16 000 Batch Size: 16 000

Hata supobHuuyrea: 01.2025 Manufacturing date: 01.2025

BupobHWK BignoBiganbHWA 3a BUNYCK cepil — Name of the manufacturer responsible for batch
B.BPAYH MELIKAN C.A., IcnaHia 3a 3aMOBNEHHAM release — B.BRAUN MEDICAL S.A., Spain in order
XEMIFPYT ®PAHC, dpaHuis of CHEMIGROUP FRANCE, France

MpugatHuiz no: 12.2027 Expiry date: 12.2027

Niyensia Ha supobHULUTBO: Ne 0041 Manufacturing license: Ne 0041

AreHTtcTBO lcnadil 3 koHTponto nikapcbkux 3aco6is i | Agencia Espafiola de medicamentos y productos
TOBapiB MEAUHHOrO NPU3HAYEeHHs sanitarios

Ceptudpikat GMP: ES/151HVI/23 GMP certificate: ES/151HVI1/23

AreHTCTBO IcnaHii 3 KOHTPOMK Nikapcbkux 3acobiB i Agencia Espafiola de medicamentos y productos
TOBaPIB MEAUYROTO NPUIHAYEHHS sanitarios

. Conclusion of the State Service of Ukraine on
Bucrosok ANIC Ne 620/2024/C-1215 8in 12.08.2024 | pegicines and Drugs Control No. 620/2024/C-1215

dd 12.08.2024
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HaitmeHyBaHHA

nokasHukiB koHTponto/ Name

control indicators

YcraHoBneHi 3HadeHHs/ Validated
values

PesynbTart /result

Onuc
(Description)

Kpem 6inoro
3anaxom
White cream with a characteristic odor

KONLOPY 3 XapakTepHUM

Bianosinae
(Conform)

lneHTUdbikauia UMHKY nipuTtioHaTy
(Identification of zinc pyrithione)

BignosigHicTb Yyacis YyTPUMYBaHHS
OCHOBHOTO MKy  Ha Xxpomarorpami
LIOCHI[XXYBAHOTO PO3UNHY, OLEPXKaHIA Nnpu
KINBKICHOMY — BU3HaueHHi, | MKy UWHKY
niputioHaty Ha XxpomMaTtorpami
CTaHAapTHOro po3duHy

Correspondence of the retention times of
the main peak on the chromatogram of the
test solution obtained by quantification and
the peak of zinc pyrithione on the
chromatogram of the standard solution

Binnoeinae
(Conform)

loenTndbikauiss MeTunnapabeHy

(Identification of methylparaben)

Yac  yTpUMyBaHHA  OCHOBHOrO  nika
meTunnapabeHy Ha XxpomaTorpami po34uHy
3paska  MNoBUHEH BignosigaTtn  uyacy
YTPUMYBaHHS OCHOBHOIo nika
mMeTunnapabeny Ha XpomMaTorpami
CTaHAapTHOro PO3dnHY

The retention time of the main peak of
methylparaben on the chromatogram of
the sample solution should correspond to
the retention time of the main peak of
methylparaben on the chromatogram of
the standard solution

Bignosinae
(Conform)

Bmict Ty6um
(Contents of the tube)

Bignosigae sumoram USP n.3 USP* <755>
Meets the requirements of s.3 USP* <755>

Binnosinae
(Conform)

pH

6.0-8.0

6,9

KinbkicHe BU3Ha4YeHHSA LUHKY
niputionaty

{Quantitative determination of
zinc pyrithione)

(0,2%z 10%)
(2 Mr/100 ml £ 10%)
0,18-0,22 mr/100 ml

(0.2 % + 10%)
(2 mg/100ml £10%)
0,18 — 0,22 mg/100m

0,23

KinkKkicHe BU3Ha4YeHHA
mMeTunnapabeny

(Quantitative determination of
methylparaben)

Imr/re 10%
(0,9 - 1,1 mr/r)

1mg/g+10%
(0.9-1.1mg/Q9)

1,02




57, boulevard de la République
Espace Lumiére, Batiment 3
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fax: 01 30 53 47 93
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Binnosigae
He 6inbwe 10281 (Conform)
He 6inbwe 10" 11
BigcytHicTb B 1T
BigcyTHicTb B 11

Mikpo6iornoriyHa yucroTta
Bakrepil (TAMC)

Mpuéu  (TYMC)
Staphylococcus aureus
Pseudomonas aeruginosa

(Microbiological purity)

Bacteria (TAMS)
Mushrooms (TYMC)
Staphylococcus aureus
Pseudomonas aeruginosa

Not more than 102 per 1 g
Not more than 10" per 1 g
Absencein1g
Absencein1g

*nitoye BUAAHHA

3asBa npo cepTudikauito: «incHuM A 3acsiguyto, LWo HaBedeHa BuLLe iHthopmaLlis & AocTosipHO | TouHOM. List cepis
npoaykuii 6yna surotosneHa B.BPAYH MELIKAN C.A., |cnanis 3a samoBneHHam XEMITPYIT ®PAHC, ®patuis
(BKIHOYAIOUU NepBUHHE Ta BTOPWMHHE NakyBaHHA/MapkyBaHHs) i NPOBEAEHO KOHTPONb il sikocTi Ha BullesragaHomy
BUPOBHMUTBI Y NOBHIM signosiarocTi 3 sumoramu GMP, BCTEHOBMEHUMWU AreHTCTBO cnaHii 3 KOHTPOMIO NiKapChKUX
3acobiB | ToBapiB MEAUYHOro NPU3HaYeHHs, a Takox BignoBigHO 40 crieuwndikalii, Wo MicTUThea B peecTpaLinHoMy
[OChE KpaiHu iMmopTepa. [poTokonn BUPOBHWUTBA, YNakoBku Ta aHanisis 6ynu nepernsHyTu | BCTAHOBNEHO X
BiANOBIgHICTL BUMOraMm GMP»

Certification statement: “| am valid to certify that the above information is true and accurate. This series of products has
been manufactured B.BRAUN MEDICAL S.A., Spain to order of CHEMIGROUP FRANCE, France (including primary
and secondary packaging/labeling) and its quality control at the above-mentioned production has been carried out in
full compliance with GMP requirements set by the Agencia Espafiola de medicamentos y productos sanitarios and in
accordance with the specification contained in the registration dossier of the importing country. Production, packaging
and analysis protocols have been reviewed and found to comply with GMP requirements. "

Bignosiuan_bHa 99063 / Responsible person:
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