g
JEPACUIKCIIYKBA

AEPKABHA CJIVIKBA 3 JIKAPCLKUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHEBI

BYn. bepesuakiscoka, 29, Kuis, 02098. rea. (044} 295-26-85 Ten. (044) 295-26-82
E-mail: d.ls.kyi'v@dEs.gov-.ua,h‘ttps:f’ﬁwww.-dIs.gov.ua. Kon € APITOY 37379055

| BUCHOBOK
PO AKICTH BBE3eHOTO B Yxpainy aikapeskoro 3acody
25.07.2022 Ne 28718/22/26
IPUKAP

(HARMEHYBAI U AiKAPCLKOr 3ac0By 30LAHO 3 peceTpalt fHEM NOCHIIUYCHIEM)

Ma3k, 0,1 1/1 r no 50 r masi y Ty6i; no TYO1 y kapronuiii kopobui
| (thopsma aunycKy. KO3yBaNHA, BUL MAKYBARHA JIKAPCLKOTO 39C00Y)

Homep peectpatiittoro noceiavenns UA/3766/01/01 crpok aii PeECTpalifHOTO nocaiavenns HeoOMeENeH M

Cepis nikapcekoro 3acofy Ne 0950422 Kuiskic1h BBe3enoro sikapeskaro saco6y 2800
Bupobhuk Hp. Tycras Kaniti Tm6X & Ko, KI', Himeuuyua o
(HafAMenyBaHHA BUPOGHUKA NiKAPCLKOFQ '_tacn\ﬁyl tqia‘l'ua_ TOXOMKEHH3 ).
Breserio b Ykpaiiy Hpusathe axuionepue Topapuctee "HATYPDAPM"™, inent. won:
24930169

{(nakmcHysanns va wo/L 3a CAPHOY jophamsitor ocuby a0 nipisemue. iM's. 10 6aTHKOB]
dizuanoi ocobu < ttianpucmes, 7 Micne npoackrag Ta peecTpaniiimui nomep 06nikono)
KAPTKH [ETATHIRKA NOLArKIE a00 cepin Ta HoMep nacnopra)

34 pesyasTaTamp AEPKABHOTO  KOHTPONO. BCTAHOBAGHO, IO Aikapcokuit 3acib  BeezeHO B Ykpaidy 3
AOTPAMAHHAM 8rMOr 3aKOHONABCTEA ILORO 3A6E3NCHEHHS AKOCT] ] apceKkiX 3acobin.
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Dr. Gustav Klein GmbH & Co. KG ~

Certificate of Analysis
Ceptudikar ananiay

Quality Control
KoHrpone sixocTl

Produkt/ NMpogykr
Ukrainian / IPUKAP maab, 0,1 /1 no 50 r maai y Ty6l, no 1 76l y kaproHHiit Kopabui 3.
MapKyBBHHEAM YKPAIHCRKOKD MOBOK)

Producer of dosage forms, primary

and secondary packaging, quality control/ Dr. Willmar Schwabe GmbH & Co. K

‘BupoBHUK golosaHof dhopmu, nepertHe Ta  [p. Binbmap Llisate TMOX i Ko, KT,

BTOPUHHE NAKy BAHHA, KOHTPONL AKOCTI: -

Producer responsible for batch release/ Dr. Gustav Klein GmbH & Go. KG ‘Steinenfeld 3, 77736 Zell am Harmersbach /

[RICAR. ointmant 0.1 9719, 50 g ointment in tube; 1 tube in carton box with labeling i

BignosigannHui 3a BUNYcK cepil: fip. Fycras Knaitk MMBX & Ko, KT Wiraikvendgensa 3, 77736 Lignns am Xapmepcbax
- Country of manufacture/ Germany f HimeuunHa

KparHa-eupobHuK
. Batch No. { Cepin Ne . 0950422

Number of the Certificate / 108837 10424

Pecscrpaitiitiuii Homep  cepTudhikarTy

"Number of the Registratrion Certificate / | |ja/3766/01/01
Homep peecrpadiidors noceigdNeHHA '

Validity periad / CTpox Al | from 22.12.2020 for unlimited term / sia 22.12,2020 Ge3CTPOKOBO
% Certificate GMP / N2 DE_BW_01_GMP_2021_0021 from 02.02,2021 tH] 16.10.2023
Cepruchikat GMP Ne DE_BW_01_GMP_2021_0021 sig 02.02.2021 ao 16.10.2023 |
1 Manufacturing License/ ‘Na DE_BW_01_MIA_2021_0010 / DE_BW_01_Dr, Gustav Klein GmbH & Ca. KG Big
| Jiewsin Ha BUPOBHULTAD 02.02.2621 " ' _
Active ingredients / 1 g oinfment contains: Cardiospermum g 0,1.g/ 1 r maai mictutk: Cardiospermum @ Cir
[IHodl peyasuiy . .
Specification / Crneuyndikagin Result/ ®akr.
Appearance / Onue | homogenous, slightly yailhﬂvish to greenyetlowish / corresponds / eignoeigae

rOMOTE2HHA Big CBITNU-KOBTONG A0 KOBTYBATO-
3enNaHYRATOr0 KONLOPY

slightly ke ethanol { 3i cnabkum_3anaxXcm CrupTy

Odour / 3anax " | corresponds / Bignosigae

tdentification / lneHTudikayin

cormesponds / BlanoBilae

TLC / Cardiospermum ) corresponds / Bignosigas
Viscosity / B'HIKICTL 1500 — 3500 mPa - s/ mlia - ¢ - 2412 wiPa - s/MllE ' ©
pH/ pH 10% poauusy __ 50-70 - i58
Centrifugation test / aunpoBysanis Ha | no phase separation / chaga noAiny RoBuHHa Gyau corresponds / Bignosigas
HeHTpudyal BIACYTHBOK)
Micrabiological examination / 5.1.4 Ph, Eur. /5.1.4, €8p. ®apm.;
MikpoBionoriuHa aeroTa TAMGC <102 GFUr'g / _ o | < 10 KBE/g / < 10 KOE/r
T JaranbHe Yicho aepobinx Mikpoopradiamie:. £10% KYO/r; |
- TYMG < 10" CFU/g -/ < 10 KBE/g/ < 10 KOEfr
‘Jaranbhe Yneno aphKakoaux Ta nnicenesux rpubie <107 '
KYO/r;
-Staphylococcus aureus nat detectable in 1 g/ | corresponds / Bignoeigae
Staphylococcus auraus He AONYCKAETLCA B 1T :
Pseudomonas aeruginosa not detactable in 1 g / corresponds /sipnoeinae

FPseudomonas aeruginosa He AoTYCKAST,

CAE 1 | S

Assay [ KinbKicHe BuaHaYaHHA

Benzyl alcoho! (HPLG) f

1,03 9/100 ¢
BeHauncanii cnpT

0,9G¢ - 1,10 9/700g .
0 1.037/10G r

0 —
90 —-1,10r/100 F

Batch size / KinbkicTs npenapaﬁa' B cepli 15.254 pack. f}rn;

Manufa urln._g date / laTa Bmpnﬁfu"u;raa 0372022
Expiry date / MpupaTeyi AC | 03/2027
'Date of release of finished product / -
laTa BINyCKy roToBOrS NPOAYKTY . _30.06.2022

| hereby certify that the abave Information Is authentic and accurate, This ™% RrpaT i s
and quality contral at the above mentioned site{s) in full compliance with the™sae"
specifications in the Markeling Authotization of the importing country or preduct S
‘processing, packaging and analysis records were reviewed and found to be in com pliance with GMP. / 51, 110 HibkJe nianncaacs, NNTEEPAKYID,
{110, BXA3AHE BULLE IHhBpMaUIs € nocTaBIpHEO | TOUHOK, Lito Cepito NpoayKuiY BWMFOTOBWIIM {BKIIOMAKYN YNaKOBKy! MARKYBAHHA) T2 NPOBEni
KOHTPORB 1F SHOCTi Ha auwesragasii ainsHuLl 8 noaxiA BlANOBIAHOCTI 3 BYMOramu GMP, 8CTaHOBNEHMAMK MicLEBMM PETYNATOPHUM QPraHom, &
TaKoXK BiANOslaHo A0 Sneundikaui, Wo MicTuTLER 8 peecTpauiiHomy Aocke abo TOProBil niveH3 kpaTHi-8upobHuka abo X kpatHu-iMnopTepa,
sIKLLO npoayKulst imnopTosara, abo B gocke cneundikauir Ha npenapar And AoCHiuKyBaHOro fnikapesxkoro aacody. MNpoTokony BURGbHMYTEE,
| 'vnakosiu 12 auanlals Bynu nepemaHyTi T8 scTanoBNeHo RignosigHicTs GMP.

T anutactured, ineluding packaging/labeling
Daapisfthe local Regufatory Authorily and with the

WasientionTiie for Investigational Medicinal Products. The batch

Date / flaTta Qualified Person / YrosHnoBaxeHa ocofa

fapo Barbara Paters ./
0.4 JUL) 2022 Laere Fe
s
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