-Heel
Biologische Heilmittel Heel GmbH

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

Product: LYMPHOMYOSOT®N, injection solution in 1.1 ml ampoules Ne5 (5x1)
Ipoaykmis: JAIM®OMIO30T H, posuun aas in’exniii mo 1,1 ma B amnynax NeS (5x1)
Batch Ne: 05599 Batch quantity produced in total (packs): 9590
Homep cepii: 05599 Kinbkicrs npoayxuif s cepii (ynakoBok): 9590
Manufacture Date 12/03/2024 Registration license number: UA/2054/01/01 validity period unlimited
Hara Bupobauursa: 12/03/2024 Homep peecrpauiiinoro nocsiguenus: UA/2054/01/01 Tepmin aii neobmemenmii
Expiry date: 02/2029 Country of origin: Germany
Tepmiu npugatHocti:  02/2029 Kpaina noxomxenns: Himeuunnua
Testing point / Specification / Cneyudixauin Results / Pesynomamu | Control methods/
Moxaznuxu axocmi M. 2 KoHm
Odour Odourless. Corresponds QCM, It.1, GHP, H2.2.1
Janax Bes 3anaxy. Bianosiaac MKA, n.1, GHP, H 2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur. 2.2.1
IposopicTs [Mpo3sopuii. Bianosiaae MK#, n.2, €sp.®, 2.2.1
Particulate contamination: Practically free from particles. Corresponds QCM, It.3, Ph. Eur.2.9.20
visible particles®
Mexaniuni Bknioyenns: INpakTuuno sinsuuii sig yacrox, Binnosiaae MKH, n.3, €8p.®, 2.9.20
BHAMMI YacTrn'
Colour Colourless. Corresponds QCM, It. 4, Ph. Eur. 2.2.2
Koasoposicts Besbapsnuii. Binnosinae MKH4, n. 4, €sp.D. 2.2.2
Colour of ampoules Colourless, Corresponds QCM, 1It. 5,visually
Koaip amnya Beibapsunii. Binnosiaae MKH, n.5, sisyaasno
Extractable volume 1,10-1,26 ml/ampoule (1,1050-1,2707 g/ampoule). 1,15 ml/ampoule QCM, It. 6, Ph. Eur, 2.9.17
06'em, wo BuTHrAETHER 1,10-1,26 ma/amnyay (1,1050-1,2707 r/amnyay). 1,15 ma/amnyay MKA, n. 6, Esp.®. 2.9.17
Osmolality 285-315 mosmol/keg. 299 mosmol/kg. QCM, It. 7, Ph. Eur, 2.2.35
OcmonansuicTs 285-315 mocmoaw/kr, 299 mocmoab/kr. MK, n. 7, €p. D, 2.2.35
pH 4,7-6,5. 5,8 QCM, It. 8, Ph. Eur. 2.2.3
pH 4,7-6,5. 5,8 MKA, n. 8, Esp.®. 2.2.3
Sterility Sterile. Corresponds QCM, 1.9, Ph.Eur. 2.6.1,
membrane filter method
Crepnabnicts Crepuannuii, Bianosigae MK, n.9, €ep.®. 2.6.1,
meToa Membpannol
insTpauii
Bacterial endotoxins Max. 3,4 1.U./ml. <3,4 LU./ml. QCM, It. 10, Ph. Eur. 2.6.14
BakTrepiansni Maxe. 3,4 MO/ma. < 3,4 MO/ma. MK, n. 10, €sp. ®. 2.6.14
CHAOTOKCHIM
Particulate contamination: Per ampoule: , It 11, USP <788>,
sub-visible particles Max. 6000 particles > 10 pm. ur.29.19
Max 600 particles > 25 um.
Mexauiuni Baovuenus: B onwuiit amnyai: . 11, @, CLUA <788>,
HeBHAUMI YacTKy Mawc.6000 yacTox posmipom = 10 mxm. 9.19
Maxe.600 uacTok posmipom > 25 mrm.

* the result is obtained from IPC/ *pesyantar oTpiMyIoTs i3 IPC (konTpons y mpoueci supaGminursa)
Site of manufacture: Biologische Heilmittel Heel GmbH » Dr. Reckeweg-Str. 2-4, 76532 Ba

Manufacturing and quality control license number: DE_BW_01_MIA_2023_0093.
Bupobumua ainsnuus: Bionorime Xaitasmirrens Xeeis I'm6X, JI-p Pexeser-mrpace 2-4, 765
Howmep aiuensii na supobunurso Ta konrpomo sxocri: DE BW 01_MIA_2023_0093.
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I hereby confirm that the above information is authentic and accurate. This batch of product has been mai‘;tt:gf'qpﬂ};'éc;,p incliding | _i \
packaging/labeling and quality control at the above mentioned recognized building in full compliance with GMP reqﬁjféﬁ;em_.g cjjke loeal; /- Y/
regulatory authority and with specification in the marketing authorization of the importing country. The batch proces}\(é\ﬁg: yéc:kagf__r_'rgﬁr’:}i// &/
analysis records were reviewed and found to be in compliance with GMP. N\ Tog— 2

Lur a niomeepoicyio, wo nasedena suwme ingoprayin € cnpaesicuvoio i mounoio. Cepin npenapamy 0yna euzomociena; g moMy
uucni ynakosana i nepeeipena, ¢ medxcax npoyedypu xonmponio axkocmi na 3aznavenii suwe eupoduuniii dinviuyi 8 noenii
sionosionocmi do eumoz npasun Hanesicnor Bupodnuuol Mpakmuxu (GMP), ecmanosnenux MiCUesuM pezyRAmMOpIIN opzaion, a
makosic 6 nosnili 6idnosionocmi do creyudirayii, nepeddauenux y Miyensii na euposnuymeso Kpaiuu-isnopmepa 3i cneyughixanianu
a npodyxuiio, nepedbauenusu ona docnidvicysanux nikapevkux 3acedis. Joxkymenmayia cmocosno eupobnunmea, naxyeanns i
ananizy cepif Gyna nepesipena, i byao écmanoeneno, u{o eona eionosioac sumozam Hanecnor Bupodnuuor Mpaxmuru (GMP).

Name /ITIB Verena Wieland / Bepena B’enend
Signature / Mignuc: [ o
LAl

Position / ocana: Quality Control Manager / Ynoenosascena ocoba 3 Konmponio akocmi
Date of release / laTa sunycky cepii B nponax: 24.04.2024

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



AEPKABHA CIIYVIKBA 3 IIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIA OBJACTI

npos. Ceitmuunoi Hanii, 3, m.Kuis, 02099, Ten/axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €/IPTIOY 37078774

BUCHOBOK
NPO AKICTh BBE3€HOI0 B YKPaiHy JIKapChKOro 3aco0y

08.08.2024 Ne 38571/24/10

JIMDPOMIO30T H
(HaiiMenyBaHHs JIiKapChKOro 3aco0y 3riiHO 3 peecTpauifHUM MOCBIAYEHHAM)
po34HH s in'exnii, mo 1,1 ma B ammyJii; o S amnyJ y KOHTYpHil yapyHKoBiil ynakosui; mo
1 KOHTYpHiH YapyHKOBil ynakosui B kopo0ui 3 KapToHy
(hopma BuITyCKY, 103yBaHHA, BH/I NAKYBaHHS JiKapchKOro 3acody)

Howmep peectpauiiinoro nocsiguenns UA/2054/01/01 crpox aii peecrpauiitioro nocsingenns 01.01.2099
Cepis nikapcekoro 3acoby Ne 05599 KinekicTs BBe3eHOTrO Jlikapeskoro 3acoby 9590

BupoGuuk Bionorime Xainsmitrens Xeens 'M0X, Himeyunna
(naiimenyBanHsa BHpoOHHKa niKapchbKoro 3acoby, kpaiHa MOXOKEHHS)

Bgeaeno B Vkpainy TosapucTso 3 o6mexenoro BinnosinaasuicTio "KACKAJI MEIIKAJI
PEI'TOHH", inenr. xox: 35757357
(naiimenyBanns Ta Kox 3a €JIPTIOY opuanyH0i ocobu abo npissHile, iM'a, no 6aTbKoBi hizH4HOT

ocobu - mianpuemi, il Miclie MPOKHBAHHSA Ta peecTpauiiinnii HoMep 061iKOBOT KapTKH IUIaTHHKA
nojarkis aGo cepis Ta HOMep nacnopra)

Iporokon sizyaasnoro kourpomo sin 02.08.2024 N 2251/13.

3a pesynbTaTaMM JIeP)KABHOTO KOHTPOJNIO BCTAHOBJIEHO, IIO JIKAPCHKH|] [kpainy 3
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