JIEPSKJIIKCITY KBA YKPAIHU
JNEPKABHA CJIYXEBA 3 JUKAPCLKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKII OBJACTI

npocnext Banepis JloGanoscekoro, 51, m. Kuis, 03110, Tenttaxe: (044) 2753030
E-mail: dls.ko@d!s.gov.ua, Koa €APTIOY 37078774

BUCHOBOK
Npo AKICTL BBE3CHOT0 B Y KpaiHy JikapebKroro 3acody

12.05.2020 Ne 22960/20/10

TECTIC KOMIOO3UTYM
(HaliMeHyBaHHS NIKAPCHKOTO 3aC0BY L0 3 PEECTPALITIHHA NOCBIAYEHHAM)
po3uuH ANH iH'€KNil no 2,2 Ma y aMmayJii; 1o 5 amnya y KOHTYphIf 9apyHKOBIil ynakosni; no
1 kouTypuiii wapyHrosiil ynakosui y kopobui 3 KaproHy
(dopMa BHNYyCKY, J103YBAHHA, BHI NAKyBaHHR nixapeskore 3acoly)

Hosmep peectpauiiinoro nocsindenns UA/0791/01/01 crpox nii peccrpauifinoro nocsimuenns 01.01 2099
Cepis nikapebkoro 3acoby Ne 89761 Kinukicts Beesenoro nikapeskoro sacody 3000

Bupobux Bionorime Xafaemitrens Xeens 'MOX, Himequuna
{naliserysanus supodiika Nikapohkoro 3acoby, KpaiHa MOXOKEHHS)

Bseseno 8 Yipainy Tonapuerso 3 obnmeskenoio sinnositansuicrio "FOBIAH ®APM
TPEHT', ineur. koa: 39278099
(natimenysanug Ta kon 3a CJIPTIOY opranunei ocobu abo npizpuwe, iM'a, 1o Garskosi QisHgnol
0coBu - niAnpremus, T Micue IpoKIBARHS Ta pecCTPaItifiNi Honmep 00nikOBOT KAPTKH NITHIKE
noAarkis abo cepid Ta HOMSP HacnepTa)

Tpotokea Bisyansnoro kowrpouio six 29.04.2020 Ne 1414/14.

3a pelyNbTaTaMM AEEKABHOIO KOHTPOMO BCTAWOBIEHO, WO JiKapChkuli 3acid  Bse3cHO B Ykpainy 3

AOTPHMAHHSM pHMOT 3aKOBONABCTEA 11040 3adesnetenHs axocTi nikapenkux 3acodis.

3acTyNMHHK HAHANbHUKE BiAALTY
HepA{aBHOI cnyxcﬁﬂ 3 JiKapChKHX 32C00IB

; 3ybapepa H.B.
Ta KOHTPOTIO 32 Hap_fggmxam{ y KuiBcbkii f;;/
obnacri - 1"' . A/
{HOCMBBﬁ‘:bcﬁﬁa OpraHy ACpKaRHoro KOrpono) {Hé:—'] nue) (idinians Ta npi3BHLLE)

ML




i

~-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT SKOCTI

Product: TESTIS COMPOSITUM, injection solution in 2,2 ml ampoules NeS (5x1)

Ipoavicuin; TECTIC KOMIIO3UTYM, pozunu Ans in’exuiii no 2,2 mn1 B ammyax Ne5 (5x1)

Batch No: 89761 Batch quantity produced in total (packs): 5013

HoMep cepil: 89761 Kinbkiers npoayrnil  cepil (ynaxopox): 5013

Manufacture Date 04.11.2019 Registration license number: UA/0791/01/01 validity period unlimited

Hara BupoGarnTea: 04,11.2019 Homep peecTpaniiinoro mocsiguenns: UA/0791/01/01 Tepain ail Heobmesenuit

Expiry date: 10.2024 Country of origin: Germany

Tepmin npaAATHOCTI: 10.2024 Kpaina moxomkenns: Himeuauuna

Testing poing / Hoxaznuiu axocmi Specification / Cnenudhinauin Results / Control methods/
' Pesynvmamu Memodu xonmposw

Odour Odourless. Corresponds QCM, It.1, GHP, H2.2.1

3amax be3 aanaxy. Bianozinag MK, n.1, GHP, H2.2.1

Clarity Clear, Corresponds QCM, 1t. 2, Ph, Eur, 2.2.1

ITposopicts Mpo3opuaii, Binnosinae MKA, n.2, €sp.®, 2,2.1

Particulate contamination: visible particles’ Practically free from particles, Corresponds QCM, It.3, Ph. Eur.2.9.20

Mexaniuni Brirouenns: sBugami yacten” TlpaxTuyHo BiALNR BiR YacTOK, Binnosinae MK, n.3, Eep.®. 2.9.20

Colour Colourless. Corresponds QCM, It. 4, Ph. Eur. 2.2.2

KonsoporicTs Besbapsunii. Binnosigac MKH, n. 4, Cep. @, 2.2.2

Colour of ampoules Colourless. Corresponds QCM, It. 5,visually

Kostip amnyn Besbapbunii, Binnesinae MKH, n.5, sisyansho

Extractable volume 2,20-2,53 ml/ampoule (2,2099-2,5414 2,27 ml/ampoule QCM, It. 6, Ph. Eur. 2.9.17
g/ampoule),

O6'em, o BuTsracTLen 2,20-2,53 ma/amnyny (2,2099-2,5414 2,27 ma/amnyay MK, n, 6, Epp.®@, 2.9.17
r/amnysy).

Osmolality 285-315 mosmol/kg, 298 mosmol/kg. QCM, It. 7, Ph, Eur. 2.2.35

Ocmonaannicrs 285-315 mocmoas/xr. 298 mMocmoap/Kr. MKH, o. 7, €ep,®. 2.2.35

pH 5,0-6,5, 5.7 QCM, It. 8, Ph. Eur, 2.2.3

pH 5,0-6,5. 5,7 MK, n. 8, €pp.®. 2.2.3

Sterility Sterile. Corresponds QCM, I1t.9, Ph.Eur. 2.6.1,

membrane filter method
Crepunshicrs Crepununii, Bianosinac MEKA, n.9, €ep.®. 2.6.1, meTon
memipannol pinsTpaii

Bacterial endotoxins Max. 3,4 [.U./ml. <3,4 LU./ml QCM, It. 10, Ph. Eur. 2.6.14

Baxrepianbui enaoTorenun Mazxc, 3,4 MO/ma, < 3,4 MO/ma. MKH, n.10, Esp. D. 2.6.14

Particulate contamination; sub-visible Maximally allowed in one ampoule: QCM, It. 11, USP <788>,

particles not more than 6000 particles/ampoule, 26 particles/ampoule | Ph. Eur, 2.9.19

particles 210 pm not more than 600 particles/ampoule, 1 particles/ampoule

particles 225 um

Mexaniuni srmtouennn: neBuanmi yacTy Makeumansro s oaniit amnyai MK, n. 11, @. CIIIA <788>,
DomycKraeThes: €rp.®. 2.9.19

H9ACTKY posmipom =10 mrm. He Ginbme 6000 HacToOR/aMiyay., 26 yacrok/amnyny

UACTKR po3mipoM >25 mim. He 6iabure 600 YACTOK/aMIy.ny. 1 uacror/amoyay 1

¥ the result is obtained from [PC/ FPeIYILTAT OTpUMYIOTH 13 1P {xonTpons y nporiccs BHPOOHHLITBA)

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str, 2-4, 76532 Baden-Baden, Germany.

Manufacturing and quality contro] license number: DE BW_01_MIA_2019_0035.

Bupotnuyua ginsunang: Bionorie Xa#aeMitrens Xeers ['moX, A-p Pexeper-mrpace 2-4, 76532 Baaen-Banen, Hiveuyuna.
Homep ainensii na BupofunuTso Ta KonTpomo sKocri: DE_BW_01_MIA_2019_0055.

1 hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured including
packaging/labeling and quality control at the above mentioned recognized building in full compliance with GMP requirements of the local
regulatory authority and with specification 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

Hum a niomeepoorcyio, wo nacedena sume IHPOPMANIA € cnpacacHLeIe | MOYHEK. Cepin npenapamy 6yna euzomosnena, s Moy
wHeAl ynaxosana | nepesipena, ¢ mescax HPOHEOYPH KONMPONIO AKOCHE HA 3a3hauenif sumie GUPOGHUMIN Oinvhuyi & noswii
sidnosionocmi do sumoz npasua Hurexcnoi Bupotnuuol Hpaxmunu (GMPF), scmanoenenux micyesum DESVAARIODHUM OPZAHOM,
maKosic 8 nosuiit sidnosionocmi do cneyudpixayii, nepedbavenux y Jdiensil na suposnuymeo Kpainpsnopiea 3t iy
A Npodyryio, nepedéavenumn onn docaidacysanux nixapesrknx 3acobis. Hoxymenmauis cmo, .Q{E'i-i?qjﬁ ) gélz%m}.)\
ananisy cepil Gyna nepesipena, 1 dyno scmanosneno, we sona sidnosioas eumozam Hanexcnor Bu iéﬁfg}‘i}oi Hpaxmu\m{ifa
o X/ LA Nt

=
)

Name / In’a; Dr. Myrtin Kihn / J-p. Mapmin Kion| (ADRYMEHTIR + &
Signature / Hignuc: P IO, K
e AN
Position / ocaoa: Quality Control Manager / Ynosnosasiis
Date of release / Jama sunyexy cepii g npodase: 20.03,2020

Biologische Heilmittel Heel GmbH, Dr.-Reckeweg-Str. 2-4, 76532 Baden-Baden, Tel.: +49 (0)7221/501-00, Fax: -+49 (0)7221/501-640

Ok L K 0I6R 07 13 71 12 A



http://www.tcpdf.org

