CERTIFICATE OF ANALYSIS
Ceprudukar ananuza

Product/ lpoaykr

Country of manufacture/ Crpana-npoussoaurenn

Batch/ Cepus:

Number of Certificate/ Homep ceprudumkara

Certificate Registration number / Homep PCrUCTPALHORHOTO
CBUACTENBLCTBA

Manufacturing date / [lara npousroncrsa:

Expiry date / Toacu no:

Name, address of the Manufacturing sites, Certificate of
GMP  compliance, Manufacturing License number/
Hassanue, anpec TIPOU3BOJCTBEHHBIX YHacTKoB,
Cepruduxar coorsercreus GMP, nomep Jluueimauu na
NPOM3BOACTBO.

Strength/Potency / Cuna neiicrsus/AKTHBHOCTD

The batch size / Pasmep cepun:

Mo on 105 &g 17

bene-Arzneimittel GmbH

Thrombocid®, gel 15 mg/g, 40 g in tube, 1 tube in a
cardboard box with labelling in Ukrainian language /
TpombGouna, rean 15 mr/r, no 40 r B 1y6e, no 1ybe B
KapToHNoii Kopobke ¢ MAPKIPOBKOIT HA YKPAIHCKOM A3BIKE
Germany / l'epmatius

406C201
1

UA/9234/01/01 valid from 16.08.2019 till unlimited /

UA/9234/01/01 peticrsyer ¢ 16.08.2019 - Geccpounsiii
03/2020

0272025

Manufacturer of in bulk, primary and secondary packager/
Ipoussoaurens nepacdacosanoro npoaykra, nepBUYHOE M
BTOPUYHOEC NAKOBAHHHE!

C.P.M. ContractPharma GmbH & Co. KG, Fruhlingstrasse 7,
83620 Feldkirchen-Westerham, Germany /
C.P.M. Kourpakrdapma 'M6X &

Ko. KT,

Opiosurwirpacee 7, 83620 ®enbakupxen-Becrepxawm,
Fepmannn
Certificate  of GMP  compliance / Cepruduxar

coorsercreus GMP: DE_BY_04_GMP_2018_0112 from
12.162018 / DE_BY_04_GMP_2018 0112 or
12.10.2018

Manufacturing License number / Homep nuuensun na
npoussoacTso: Ne DE_BY_04_MIA_2018 0116

Manufacturer responsible for batch release / TTpoussomurens
OTBETCTBEHHBII 32 BhINYCK CEPUH:
bene-Arzneimittel GmbH: Herterichstrasse 81479
Munchen, Germany /
Gene-Apunaiivurrens TmX; Xeprepuxurrpacce 1-3, 81479
Miouxen, Fepmanus
Certificate of GMP compliance / Ceprudmxar
coorsercrsus GMP: DE BY_04_GMP_2018_0138 from
19.12.2018 /DE_BY_04_GMP_2018_0138 or 19.12.2018
Manufacturing License number / Homep nuuensun ma
npoussoacrso: DE_BY_04_MIA_2016_0044

1-3,

1 g gel contains: pentosan polysulfate sodium 15 mg /
I r rens copepxut: nenrosana nonucypsbdara Hatpuerod

conu 15 mr.
147
19380 packages / 19380 ”i/%l




PARAMETERS/
ITOKA3ATEJH

LIMITS/
JONYCTHMBIE NPEJEJIBI

RESULTS/
PE3YJIbTATBI

Appearance of the gel /

Clear colourless gel with aromatic scent /

Complies /

Buewnuii sup rens [Mpospaunpiii  GecuserHwii rens ¢ npustHuM | CooTBCTCTRYCT
3anaxomM,
Identity of pentosane polysulfate sodium Vis spectrum of the metachromatic dye corresponds | Complies /

(PPS)/
Hnewrndmxaums nenrosana nonucynnpara
narpucsoii conu (II1C)

to standard /
Busyanenulii criexrp MeTaxpomaruyeckoil OKpacku
COOTBETCTBYCT CTaHAAPTY.

CoorsercrByer

Assay of pentosane polysulfate sodium (PPS)/ | 1,42 —-1.58 % 1.48 %
Konunuecrpennoe onpenenenne nenrosana

nonucynbpara narpuesoii conu (TINC)

Identity of the volatile oils / TLC corresponds to standard / Complies /
Hnexrudmxauns adgupnsix macen TCX cooTrercTyer cranapry. Cootsercrayer
Sodium sulfate / Not more than 6 % of assay of pentosane polysulfate | 2 %

Harpus cynspar

sodium (=0,09 %)/
He Gonce 6% or xonuuecTrennoro comepxanus
neHTo3ana noaucynnhara Hatpueroii conu (=0,09 %)

Microbiological purity*/

Total acrobic microbial count (TAMC) 10* CFU/g;

<100 CFU/g

Mukpobuonoruyeckas sucrora* Total combined yeasts/ moulds count (TYMC) | <10 CFU/g
10' CFU/g;
Absence of Staphylococcus aureus in 1 g; absent
Absence of Pseudomonas aeruginosain 1 g/ absent /
O6iuee uncno avpobusix Mukpooprannsmos (TAMC) | < 100 KOE/r
102 KOE/r;
O6uee uucno rpubos (TYMC) 10" KOE/r; <10 KOE/r
Orcyrersue Staphylococcus aureus 8 1 1 OTCYTCTBYET
OrcyrerBue Pseudomonas aeruginosa s | r. OTCYTCTRYET

* —the test is carried out not on every batch, but not less than on 1 baich per year / nenbrraiye FIPOBOAMTCA HE Ha KeKIOH cepiu, 110 He pesxe |

CCPUH B IO

I hereby certify that the above information is authentic und accurate. This batch of product has been fabricated/
manufactured, including packaging and quality control at the above mentioned site (s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the importing
country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP,

Hacrosuwn 5 noxrsepiawso, wro spuucykasamias HiopMALMA SBASCTCS JI0CTOBEpoR ¥ TouHOH. [lakas cepust npozykra Gbina
MpOM3BE/ICHA / UIIOTORNEHA, BIIIOYAT YNAKOBKY M KOHTPONb KAYECTRA, HA BLILICYKASAHHON NPOM3RONCTBCHHOM IVIONIANKE B [OMHOM
CoOTBETCTRIH € TpeGoBaHMAMI GMP, YCTallORICHHBIMU MECTHBIM PETYIISTOPHLIM OPFAHOM, & TAIOKE B COOTBETCTBHH CO criendrKaLmamMy,
KOTOPLIC CONCPRATCA B PCrUCTPAIMOHIOM JIOCHE CTPaHBI-MMIOPTEPR. TPOTOKOLI IIPOM3BOJICTRA, YNAKORKA H anami3a Ghbulk NPOBEpeHb! i

yeranoniicho ux coorsercrsue GMP,

Date/ [lara: 03.07.2020

M. Griaf

Head of quality control /
PykoBoautens oTaeNa KOHTPONA KauecTsa




JEPXJIKCIIYXXBA
HAEPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

Byn. bepesnsakisceka, 29, Kuig, 02098, ten./dakc: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox €IPTIOY 37079055

BUCHOBOK
NPpo AKICTH BBE3eHOro B YKpainy JiikapchKoro 3aco0y

21.10.2020 Ne 56242/20/26

TPOMBOIHAJ

(HaliMeHyBaHHs Jikapchkoro 3acoby 3rilHO 3 peecTpauiliHuM NOCBiNYEHHIM)
rejib 15 mr/r no 40 r y Ty6i; no 1 Ty6i y kapronsiii kopo6ui

(dopma Bunycky, K03yBaHHs, BUJ NaKyBaHHA Jikapchkoro 3acoby)

Howmep peecrpauiitoro nocsinuenns UA/9234/01/01 crpox nif peecrpauiiinoro nocsiguenns HEOOMEXEHHH

Cepia nikapcbkoro 3aco6y Ne 406C201 Kinbxicts BBe3eHoro0 ntikapeskoro 3acoGy 1000
Bupo6uuk 6ene-ApuHaiiMitresns I'MO0X, Himeuunna
(HaliMeHyBanHs BUpOOHMKaA NiKapChKOro 3aco0y, KpaiHa MOXOMKEHH)
BaeseHo B VkpaiHy IIpuBarHe akuionepue Topapucrso "HATYPD®APM", inenr. xon:
24930169

(nafimenynauns Ta koz 3a €APTIOY jopuauunoi ocobu abo npizsuiue, im'a, no 6atbkosi dismanoi
ocobu - nianpuemus, ii Micue npoxuBaHHA Ta peecTpauifiiuii Homep 061iK0BOT KAPTKU MIATHUKA
nojatkis abo cepis Ta HOMep nacnopra)

Iporokoa Bisyansuore xonrtpomo 8in 21.10.2020 Ne 3173/1.

3a pesynbraTaMi AEPKABHOrO KOHTPOMIO BCTAHOBREHO, WO Jikapchkuit 3aci6 sseseno B VkpaiHy 3
AOTPHMAHHAM BUMOr 3aKOHOAABCTBA WOM0 3a0€3Ne4eHHA AKOCTi NikapcbKuX 3acobis.

Wk 3ACOB/5

Havansauk O i1 o Muxona XOJIOJIEHKO

(iniuianu Ta npissrine)
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