~-Heel
Biologische Heilmittel Heel GmbH

Baden-Baden, Germany
QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI

Product: TESTIS COMPOSITUM, injection solution in 2,2 ml ampoules Ne5 (5x1)

Hponykuis: TECTIC KOMIIO3HTYM, posuns aas in’exuiit o 2,2 ma B ammyaax Ne5 (5x1)

Batch Ne: 00684 Batch quantity produced in total (packs): 3600

Homep cepii: 00684 Kinukicrs nponykuii B cepil (ynakxosok): 3600

Manufacture Date 14.12.2022 Registration license number: UA/0791/01/01 validity period unlimited

Jara BHpoGHAUTEA: 14.12.2022 Hosep peectpauniiinoro nocsiggenns: UA/0791/01/01 Tepmin Ail HeoOMexeHHIT

Expiry date: 11.2027 Country of origin: Germany

Tepmin npuaaTHoCTi: 11.2027 Kpaina noxomxenns: Himeuunna

Testing point / Hoxkainuxu axocmi Specification / Cneuudgbixayia esults / Control methods/
Pesynomanu Memodu xonmponie

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

3anax Be3 3anaxy. Binnosinae MKS, n.1, GHP, H2.2.1

Clarity Clear. Corresponds QCM, It. 2, Ph. Eur. 2.2.1

MposopicTs Mpozopurii, Binnosinae MK, n.2, €sp.®. 2.2.1

Particulate contamination: visible particles’ | Practically free from particles, Corresponds QCM, 1t.3, Ph. Eur.2.9.20

Mexanivui smouenns: suanmi wactkn” | Hpaxrnuno sinsunii pig yacrok, Bignosiaae MK, n.3, €sp.@. 2.9.20

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

Konsoposicrs Besbappuuit. Biauosinae MK/, n. 4, €sp.®.2.2.2

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

Koaip amnyn Besbaprmuii, Binnosizac MKS, n.5, sisyanbio

Extractable volume 2,20-2,53 ml/ampoule (2,2099-2,5414 2,28 ml/ampoule QCM, 1t. 6, Ph. Eur. 2.9.17

g/ampoule).
O6'em, 10 BUTATACTBCH 2,20-2,53 ma/amnyany (2,2099-2,5414 2,28 mn/ammysy MK, n. 6, €p.®. 2.9.17
r/ammysy).

Osmolality 285-315 mosmol/kg. 299 mosmol/kg. QCM, It. 7, Ph. Eur. 2,2.35

OcMonansnicTs 285-315 mocmons/Kr. 299 MoCMOIL/KT. MK/, n, 7, €sp.®, 2.2.35

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

pH _5,0-6,5. 5.6 MK, n. 8, €sp.@. 2.2.3

Sterility Sterile. Corresponds QCM, It.9, Ph.Eur. 2.6.1,
membrane filter méthod

CrepuabHicTs Crepunsumii, Bianosiaac MKs], n.9, €ep.®. 2.6.1, meTon
MemOpannoi ginsTpanii

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

Bakrepiansui enaoTokcnn Maxce, 3,4 MO/, < 3,4 MO/aun, MEKS], n.10, €sp. ®. 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 >25 pm

Mexaniuni Brovennn: nesnanmi Makcumansto B oaniit amnyani MK, n. 11, ®. CIIA <788>,

HACTKI MONyeKACTLER: €pp.D. 2.9.19

- 4ACTKH pcmipoal 210 MKt ne Ginsmwe 6000 uacTox/ammysny.

- 4aCTKH po3Mipom 225 mKar. ne Ginswe 600 uacTox/ammymy.

* the result is obtained from IPC/ *pesysnat orpitsiyiors i3 IPC (konTposis y npoueci snpobms

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76

Manufacturing and quality control license number: DE_BW_01_MIA_2022_0090.
Bupobuuya gineanus: Bionorime Xaitasmirreas Xeens I'm6X, J-p Pexeser-

Homep ninensii na BupofuuuTB0 Ta KOHTpPoo akocti: DE_BW_01_MIA_2022 |

e, Himeuunna.

I hereby confirm that the above information is authentic and accurate. This batch of p=aa en 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

Luat 7 niomeepdsicylo, o nasedena suwye indpopmayia € cnpassicusoio i mounoio. Cepin npenapamy Gyna euz0moenena, & momy
wucni ynaxkosana i nepesipena, & medicax npouedypi KOHMPpORIo AKOCMI Ha 3a3naveniil euge supobuuuiii dinvnuyi € noenii
eionogionocmi 0o eumoz npasun Hanesicroi Bupoonuuoi Ipaxmurxu (GMP), ecmanoenenux Micyesus pezyiamopuus opzanom, a
mMaKooic 8 nOSHIl eidnogionocmi 0o cnequipixayiil, nepedbauenx y Jliyensii Ha supodHuymeo r:pafnu—bunapmepa 3;enequ yinau
Ha npodyKyilo, nepeddauenusu ona 0ocnioncyeanux niKapcbkux sacodie. Joxymenmayia cmocosno supaﬂ# i g miQ\i
ananisy cepii dyna nepegipena, i bynio scmanoceneno, wo eona sionosidae susmozam Hanescroi Bupobnu 4o, ﬂpaz UK (GMH \2 "

hE
Name /1B
Signature / ITignuc:

Verena Wieland / Bepeua B’enerd

Position / ITocana:

Date of release / lata Bunycky cepii B npogaxk: 15.02.2023

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



JIEPKABHA CJIVKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM YV KHiBCBKIN OBJIACTI

mpoB. Ceitmmusroi Hapii, 3, m.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €/IPTIOY 37078774

BUCHOBOK
Npo AKICTh BBE3EHOI0 B YKpaiHy JiKapchbKOro 3acody

02.01.2024 Ne 66424/24/10

TECTIC KOMIIO3UTYM
(naiiMeHyBaHHSA JTiKapChKOro 3aco0y 3riflHO 3 peecTpaliiHHM MOCBLTYEHHAM)
po34mH A in'exkuii; mo 2,2 mur B amMnyJii; no S amnyJ1 y KOHTYPHii 4apyHKOBi# ynakosui; no
1 KOHTYpHIli YapyHKOBHiH ynakoBui y kopo0ui 3 KapToHy
(dpopma Bunycky, f03yBaHHsA, BH/ NAKyBaHHA JIIKapChKOro 3acoby)

Howmep peectpauiiinoro nocsinuenns UA/0791/01/01 crpox zii peectpauiiinoro nocsizuenns 01.01.2099
Cepis nixapcskoro 3acoby Ne 00684 KinskicTs BBe3eHOTO Jlikapcskoro 3acoby 3600

BupoGruxk Bionorime Xainsmitrens Xeens 'm6X, Himeuunna

(naiiMeHyBaHHs BHpOOHHKa JliKapchKOTo 3aco0y, KpaiHa MoXoKeHH:)

Beesero B Ykpainy Tosapucrso 3 oomexenoro BianosinaasuicTio "KACKAJI MEJTKAJI
PEI'TOHMU", inenr. xon: 35757357

(naiiMenypanus Ta koj 3a €J[PTIOY opuanunoi ocobu abo np:saume im'a, no GaTeKoBi (izuuHOT
0coGH - mANpHEMUA, ii MiCLe IPOKHBAHHS Ta peecrpaum - Q 00/1iKOBOT KAPTKM NIATHHKA

B.o. 3acTynHukd Ha{lanbnmga Bifmmy
JepwaBHOI cny)xﬁu 3 Hl‘l(ap(:bxm( /i
3acobis Ta l\Oi‘-I'I‘pOHK\)\WO/THKaMH y
KuiBchbkiit oonaq:n gy * (S

Ipuna LIAJTAMAM
(nocazosa ocoba opraﬂy J.:pxtaBHom xou'rpo:lw) /(ni.a,nnc} (iui@aﬂ{@;ﬁ:j&ﬁé}
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