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f?? PETIE DI ITNPIVI PLPAN tél: 01 30 71 93 60

L LyRITrs Py e '
LAEMIISTOUD 1Y ance 1l D1 3071 93 60
?R"'474 11497324 EORI' FR4114973240001 1 ) S AR ucepiid g R - AT RHE 8 \..um.;:....:ew.

CEPTU®IKAT SIKOCTI
QUALITY CERTIFICATE

Hasa N3 : Ckin-Kan wamnyHb 1 % Name of drug: Skin-Cap Shampoo, 1 %
KpaiHa BupobHMk: lcnaHin The country of manufacture : Spain
Nikapcb¥a hopma: LWaMnyHe Dosage form: Shampoo

Cuna it (noaysatna) © 1 mn wamnyHie MicTuTs 10 mr | Strength (dosage): 1 ml of shampoo 10 myg zinc

LMHKY ripuTioHaTy pyrithioneate

YnakoBka: Packaging:

no-150 MmNy chnakaHi; no 1 dnakeHy B KapTOHHIA 150 ml in a bottle; 1 bottle in cardboard box
yNaKosLj

Peec*rpan_ﬁﬁHe nocéi,u,quHﬂ : Ne UA/3789/01/01. Haxaa | MA UA / UA/3789/01/01. Ukraine MOH Order
MO3 Ykpainu Ne 1680 sin 06.08.2021 (BeacTpokose) Ne 1680-dd August 6, 2021 (Indefinite)

Cepis: B-1 Batch: B-1

Poaamip cepii: 10 000 Batch Size: 10 000

Hava supoBHugTea: 01..2024 Manufacturing date: 01..2024

BupobHuk signosidanbHui 3a BANYCK cepil — Name of the manufacturer responsible for batch
B.5PAYH MEAIKAIT C.A., lcnania 3a 3aMOBNeHHAM release — B.BRAUN. MEDICAL S.A., Spain in order
XEMWUIPY $PAHC, dpanuin of CHEMIGRCOUP FRANCE, France

MNMpuoatHki fo: 01.2029 Expiry date: 01.2029

NiueHsis Ha BupoSHMuTE ; Ne 3084E Manufactory license: Ne 3084E

HauionansHe AreHcTee lehanii no meanuHol npoaykuii | Inspections by Agencia Espaficla de medicamentos

y productos sanitarios

CepTudbikar GMP: ES/119HVI/21 Bin 02.08.2021 | GMP certificate: ES/119HVI/21 from 02.08.2021
HaujoHansHe  AreHTcTBo  lcnanii  no  MeawyHoi | Agencia Espafiola de medicamentos y productos

npoaykuii / sanitarios /

Buchosok  ANC  Ykpainw  595/2021/C-1390 Big | Conclusion of State Service of Ukraine for

15.12.2021 Medicinal Products 595/2021 7/ €-1390 dd
15.12.2021
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Chemisroup France

57, boulevard de la République
Espace Lumiére, Batiment 3
78400-CHATOU/ FRANCE

t6l: 01 30-71°93 60
fax: 01 30534793
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control indicators

nokasHukie kouTpon/ Name

YcTraHoBneHi 3Hadennn/ Validated
values

PeaynbTar /result

niputioHaty

(Quantitative determination of
zinc pyrithione)

(8in 9,0 no 11,0 Mr/mn)

10 mg/ mi +10%
(from 9.0 to 11.0 mg / ml)

Onwue CycneHsia 6inoro konbopy 3 xapaxrepHum | Bianosinae
{Description) 3anaxom {Conform)
White suspension with a characteristic
-odor
laenTudrikauia uMHKY ripuTioHaTy | BinnosigHicts Yyacis YTPUMYBaHHs
(Identification of zinc pyrithione) |ochoBHoro  niky  Ha  xpomaTorpawmi | Bianoginae
AOCNimxyBaHoro posvnHy, ofepxadii opw | (Conform)
KINbKICHOMY ~ BM3HAYeHHI, | nNiky LWUHKY
niputioHaTy Ha XpomaTorpami
CTaHAAPTHOTO PO3YKHY
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
HomiHanbHui o6'em Bionosifae sumoram USP 1.3 USP* <755> | 150
(Nominal volume)
Meets USP requirements . item 3 USP*
<755>
pH
6,5-8,5 7.2
FycTuHa 1,08-1,115 r/mn 1,11
(Density)
1,09-1,115 g/ml
KinbkicHe BU3HaYeHHA LWHKY 10 mr/mn £ 10% 9,5
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Mixpo6ionoriyHa uncToTa Bignoeinae
Bakrepii (TAMC) He Ginbwe 107 8 1Mn {Conform)
Fpubun  (TYMC) He Ginbute 10" B 1mn

Staphylococcus aureus BincyTHicTs B 1 Mn

Pseudomonas aeruginosa BiocytHicte B 1 mn

(Microbiological purity)

Bacteria {TAMS) Not more than 102 p&r 1 il
Mushrooms (TYMC) Not more than 10! per 1 mil
Staphylococcus aureus Absence in 1 ml
Pseudomonas-geruginosa Absence in 1 ml

Jansa npo cepTudikayilo : «[liicHiM 7 3acBigUyto,lUO HaBedeHa BULLe HopMalin € A0CTOBIpHaOLO: |
TouHote. Lsi cepis npoaykiii 6yna BurotoBnena B.BPAYH MELIKAN C.A., Icnaia 3a 3aMOBHEeHHSM
XEMUIPYT ®PAHC, OpaHuisa (BKNIOYANM NEpBUHHE Ta BTOPUHHE NaKyBaHHA/MapKyBaHKA) | NpoBeaeHo
KOHTpOMNb T $kocTi Ha BuLle3rajgaHomy BupoBHUUTBI B nosHOT BignosigHoCTi 3 Bumoramu GMP |
BCTaHoBneHwWmMK HalioHanbHuM  AreHcTeoM  lcnaHii no mMegwuHol Npoaykuil , a Takox BiANOBiLHO oo
cneuyndikauii Lo MICTUTLCA B peecTpauiiHoOMy AOCLE KpalHu iMmnopTepa. MpoTokonu BUPOOHULTBA,
YNakoBKK.Ta aHanisis 6ynu nepernany Ty | BcTaHOBNEHE TX BiANoBigHICTL BUMoram GMP»

Certification statement: “I 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 in 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 import dossier registration
dossier. . Production, packaging and analysis protocols have been reviewed and found to comply with
GMP requirements. "
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