BATCH CERTIFICATE
CEPTH®IKAT IKOCTI CEPII

APTOCYJBPAH® kpem 20 mr/rno 151

Product

Tpenapat y Ty6ax Ne 1
Pharmaceutical form Cream
Jlixapcbka opma Kpem
Country of manufacturer Poland
Kpaina - BHpOOHHK [Tonbiua

Active Pharmaceutical Ingredient strength

Silver sulfathiazole 20 mg

KuIbKicTh OOHHHLB, BUNYLIEHUX HA PHHOK

Cuna nii Cynwariazon cpibna 20 mr
Product bulk index
3.0 4010

Bupo6ruunit inaekc Ganky
Product No. finished index

. 452U
IHAEKC KiHUEBOr0 NPOAYKTY
Batch No. bulk 105050
Homep cepn 6anky
Batch No. finished product

.. o . 105051

Homep cepii roTOBOT NpOAYKILI
Date of manufacturing 052021
Jara supobHuUTBA
Expired date ) 05 2023
TepmiH npUAATHOCTI
Number of units released to the market 43200

Package size and type
Po3mip i THI yIakoBKH

no 15 ry ty6ax Ne |

Number of Marketing Authonzation
Homep peecTpailifiHoro NocBIA4EHHS

UA/1031/01/01

Manufacturing License
Jlinensis Ha BupoGHULITBO

121/0036/15

Certificate of GMP Compliance of a manufacturer
Ceptudikar sinnosiaHocti GMP BupobHuka

IWPS.405 33 2019 KKW 1
WTC/0036_01 05/58

Manufacturing site, packaging, quahty control
HaiimeRryBaHHs, MiCLIE3HAXOIKEHHSA Ta HOMEP
JHUEeH3IT MASHKH BUpOOHHUUTBA | KOHTPOJIIO SKOCTI

dapmaason €ava A.T., [Tonbima
58-500 m.€nens Iypa, Byn Binuenrero [Tona 21, Monsbiua

Storage conditions
YMoBH 36epiranHs

Store at a temperature not higher than 25°C
Do not freeze

36epirati npy TeMmnepaTypi He Buue 25°C
He 3aMopoxxyBaTi

Analysis results
Pe3ynnTaTi npoBefeHHsT aHAJI3Y

Cepexnniii BMicT kpeMy B | Ty61

He Menwe 15,0 [1]

Tests Requirements Results
IMoxa3sHHKH Bumorn PesyabTaT
Sterility sterile meets test
CrepanbHicTb Mae OYTH CTEPHILHHM Bimnosinae
Average content of the cream 1n 1 tube NLT 15,0 [g] 152 [r]

Characteristic
Onuc

a white soft and homogenous
emulsion, the colour of the
emulsion may be shaded from
pink to hght-grey tint

meets test
BIANOBLAAE
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»CH- Health

6ina m'aka 1 roMOreHHa emMynbeis,
eMyJbCIst MOKE MaTH BIATIHOK B1A
POKEBOro 10 CBITAO-CIPOrO KONbLOPY

Identification
Inenrndikauis

-silver sulfathiazole
-cynb(pariazony cpibna

A. reaction with hydrochloric acid
A. peakuist 3 XAOPHCTOBOAHEBOIO KHCIIOT0I0

B. reaction with 3-naphtol
B peakuis 3 B-radronom

the 1nsoluble residue darkens

on exposure to daylight
HEPO3UHHHHI 3aNHUIOK TEMHIE M
BMAHBOM JEHHOTO CBiTNIA

a red-orange precipitate 1s produced or
the solution takes on a red colour

YTBOPIOETHCS YEPBOHO-OpaKEBHH ocan
abo po34mH HabyBa€ YEPBOHOTO KOJILOPY

meets test
BiANOBIAaE

meets test
BIANOBIAac

-methyl parahydroxybenzoate
-MeTHAnapariapokcubeHsoaty

-propy! parahydroxybenzoate

the retention time of the methyl para-
hydroxybenzoate peak on the
chromatogram of the test solution should
correspond to the retention time of the
peak on the chromatogram of the
standard solution

4ac yTPUMYBAHHA [TIKY METHINapa-
riloxcHdeH3oaTy Ha XpoMaTorpami
LOC/HDKYBAHOIO PO3UHHY MaE
BINOBIAATH uacy YTPHMYBaHHs
Ha XpoMaTorpaMi CTaHAapTHOTO
pO3UHHY

iKY

the retentton time of the propy! para-

meets test
BIAMOBIAAE

meets test

-niponinnapariapoxcubensoary hydroxybenzoate peak on the BIANOBINAE
chromatogram of the test solution should
correspond to the retention time of the
peak on the chromatogram of the
standard solution
yac yTpUMYBaHHs NiKy nponuinapa-
r1oKcHOEH30aTy Ha XpOMaTorpami
LOCIIDKYBAHOTO PO3UHHY Mae
BIAMORINATH Hacy yTPUMYBaHHS MIKY
Ha XpoMaTorpamMl CTaHAapTHOTO
pO34YMHY
pH 6,5-8,0 7,5
Assay of silver sulfathiazole 18,0 - 22,0 [mg/g] 19,5 [Mr/r]
Bumict cyab(dariasony cpibna 18,0 - 22,0 [mr/r] ’
Impurties :
JloMimxkH
Content of free sulfathiazole m | g of the | NMT 3,0 [%]
cream He 6uewie 3,0 [%)] 0.0 [%]
BwmicT BinibHOrO cynb(aTiazony B | r kpema
Content of free silver NMT 0,100 [mg]
mn 1 g of the cream 0,033 [mr]

BMicT BiibHOro cpifna B | r kpemy

He 6unbue 0,100 [mr]
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Healtn

Content of methyl parahydroxybenzoate n | 0,560 — 0,760 [mg)

lg 0,560 - 0,760 [mr] 0,656 [mr)
BMicT MeTHRnapariapoxcubensoary B 1 r

Content of propyl parahydroxybenzoate 0,250 - 0,410 [mg] 0,339 [mr]
BwmicT nponinnapariapokcubensoaty 0,250 - 0,410 [mr] ’

The product is 1 conformity with requirements of the UA/1031/01/01
IMponyxuis Binnosinae sBumoram UA/1031/01/01

Certification statement
I hereby certify that the above mformauon 1s authentic and accurate This batch of product has been

manufactured, including packaging/labelling and quality control at the above mentioned site(s) m full
compliance with the GMP requirements of the local Regulatory Authonty and with the specifications n the
Marketing Authorisation of the importing country or product specification file for Investigational Medicinal
Products The batch processing, packaging and analysis records were reviewed and found to be 1n comphance

with GMP

3asiBa npo cepTugikauiro

Lum s ninTeepmxyro, mo BHilleBKasaHa iHdOpMaLis € HOCTOBipHOW Ta TouHowo Lla cepis npomyxun Gyna
BHIOTOBJIEHa, BKIIOYHO 3 YMAKOBKOIO / MapKyBaHHAM | MPOBEICHO KOHTPONb i1 AKOCTI HA BHINE3rafiaHl:
RUNSHKAX, y MOBHIH BiAnosugHOCTI 3 BUMoramMu GMP Micuesoro perynstopnoro oprasy Ta creumbikauismu B
[03BOJII HA MPORAX KpaiHu-iMnoprepa abo cneundikauil ToBapy ANS HOCHIIXYBAHHX NiKAPChKHX 3acO6IB.
TlpoTtoxony BHpOGHULTBA, YIaKOBKY T4 aHaNi3ie Gy/iu NEPErNsHyTI | BCTAHOBAEHA BIANOBIAHICTE GMP

Date/[lata Qualified Person/YnosHoBaxena ocoba
09.06.2021 Signature /Thanuc
mgr Edyta Kozlowska
i 4
L,(,(L‘
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m |
JEPXJIIKCIIYXXBA
IEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMM Y KHIBCBKIN OBJIACTI

npocnekt Banepis Jlo6aroseskoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kon EJIPTIOY 37078774

BUCHOBOK
Npo SIKiCTh BBe3€HOr0 B YKpaiHy JiKapchbKoro 3acody

20.07.2021 Ne 39175/21/10

API'OCYJIb®AH®

(HaliMeHyBaHHS Nikapchkoro 3aco0y 3riHO 3 PeeCTpaLifiHHM NOCBITYEHHSM)
kpem, 20 mr/r, no 15 r y Ty6i; no 1 Ty6i B kapToHHiii KopoOoui

((popMa BHIYCKY, 103YBAHHSA, BHJl NaKyBaHHA JNIKaPCHKOrO 3aco0y)

Howmep peectpauiiisoro nocsizuenns UA/1031/01/01 crpox aii peectpauiiinoro nocsimierHs 01.01.2099

Cepis nikapcekoro 3acofy Ne 105051 KinskicTs BBe3eHOro Jikapcskoro 3acofy 19500
BupoGHHK ®apm3ason €npda A.T., Iloabma
(HaliMeHyBaHHA BUPOGHMKA NiKapChKOro 3acoby, KpaiHa NOXOIKEHHA)
BeeseHo B Ykpaidy CuiibHe yKpaiHChbKO0-eCTOHCHKE NANPHEMCETBO Y (opmi TOBapHCTBA
3 oGMeskenoio BinnosigaabnicTIo "Onrima-®apm, JITI", inenr. kon:
21642228

(najimeHyBanHs Ta koz 3a €/IPIIOY 1opuanuHoi ocobu abo npissuiLe, im's, mo GatekoBi (izuuHOT
0coGHu - mianpremus, i Mice NPOKUBAHHA Ta peecTpaLiiiHuA HoMEp 061iKOBOI KapTKH IMJIaTHHKA
noaatkis abo cepis Ta HOMep Macnopra)

TMpotokon Bisyansnoro kourpoaio sin 09.07.2021 N 2382/1.

mo Jikapcekuii 3aci6 BBeseHo B VYKpaiHy 3

3a pesynbTaTaMH J€PAKaBHOrO BCTAHOBJIEHO,

Ounexciit COJIOJIPAM

(ininianu Ta npi3BHILE)
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