-Heel

Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTHPIKAT AKOCTI

Product: LYMPHOMYOSOTP®N, injection solution in 1.1 ml ampoules Ne5 (5x1)

Ipoaykuis: JIM®OMIO3OT H, pozunn aus in’exuiit mo 1,1 ma B ammyaax Ne5 (5x1)

Batch Nu: 05129 Batch quantity produced in total (packs): 9637

Homep cepil: 05129 KinbkicTs npoayxuii B cepii (ynaxopox): 9637

Manufacture Date 06/02/2024 Registration license number: UA/2054/01/01 validity period unlimited

Jara pupoGHUNTBA: 06/02/20624 Homep peecTpauifHoro mocsinyeHust: UA/2054/01/01 Tepwmin Rii Heobmenesuit

Expiry date: 01/2029 Country of origin: Germany

Tepmin npuAATHOCTI: 41/2029 Kpaiua moxogenus: Himeuynna

Testing point/ Specification / Cneundiikauia Results / Control methods/
Hoxaznurn snxocnti Pesynsmamii MemoQu kermponio
Odour Odourless. Corresponds QCM, It.1, GHP, H 2.2.1
Janax be3 3anaxy. Bianosigae MKS1, n.1, GHP, H 2.2.1
Clarity Clear., Corresponds QCM, It. 2, Ph. Eur. 2.2.1
MposopicTs Iposopuil. Binnosinac MK, n.2, Epp. @, 2.2.1
Particulate contamination: Practically free from particles. Corresponds QCM, It.3, Ph. Bur.2.9.20
visible particles’
Mexauiuii BralONCHHA} INpaxrTuuHo BUTbHUI B YacTOK. Bignosinae MKSL, n.3, €sp.®. 2.9.20
BﬂllHMi ‘IRCTKII-
Colour Colourless. Corresponds QCM, It. 4, Ph. Eur. 2.2.2
Kousboposicte BesbapeHuil. Bignosinne MKJL, n. 4, €sp. @, 2.2.2
Colour of ampoules Colourless. Cortresponds QCM, It. 5,visually
Koaip amnyn Besbapsuuil, Binnosinac MK, 0.5, sizyanbHo
Extractable volume 1,10-1,26 ml/ampoule (1,1050-1,2707 g/ampoule). 1,16 mi/ampoule QCM, It. 6, Ph. Eur. 2.9.17
06'em, U160 BUTRIacThest 1,10-1,26 ma/amnyay (1,1050-1,2707 rlamnyay). 1,16 ma/amnyny MKS$, n. 6, €ep. 0. 2.9.17
Osmolality 285-315 mosmol/kg. 306 mosmol/kg. QCM, 1t. 7, Ph. Eur. 2.2.35
OQeMoNILRICTD 285-315 MoCMOAL/KT. 306 MOCMOJL/KT. MK, n. 7, Esp. P, 2.2.35
pH 4,7-6,5. 6,0 QCM, It. 8, Ph. Eur. 2.2.3
pH 4,7-6,5. 6,0 M, u. 8, €Bp.D. 2.2.3
Sterility Sterile. Corresponds QCM, It.9, Ph.Eur. 2.6.1,
membrane filter method
CrepnasiicTs CrepuibHuiL Bianosinae MK, 1.9, €Bp.®. 2.6.1, meToA
memGpannol dimsTpanil
Bacterial endotoxins Max. 3,4 L.U./ml. < 3,4 1LU./ml QCM, It. 10, Ph, Eur, 2.6.14
BakrepiaabHi Maxkc, 3,4 MO/ma. < 3,4 MO/ma. MK, n. 10, €sp. @, 2.6.14
CH/IOTOKCHHY
Particulate contamination: Per ampoule: QCM, It. 1, USP <788>,
sub-visible particles Max. 6000 paiticles > 10 pm. 26 particles/,
Max 600 particles > 25 um. 1 partic
MexaHiuni BRAIOYCHHS: B oguiit amnyai:
HeBHANMI YaCTKH Maxe.6000 uacTor posmipom = 10 mrm. 26 vicr
Maxke.600 uacror posmipom = 25 MKM. 1 Y c/amq.y.ﬂfl:

* the result is obtained from IPC/ *pesyabTat oTpusmytors i3 IPC (xontpons y npoueci supolinursa)

Site of manufacture; Biologische Heilmittel Heel GmbH, Dr. Reckeweg-Str, 2-4, 76532 Bad 1
Manufacturing and quality control license number: DE_BW_01_MIA_2023_0093.
Bupobunua ginpuuug: Biosorime Xaiusmirrens Xeens I'm6X, JI-p Pexeser-wrpace 2-4,
Homep aiuensii Ha BUpoGHHUITBO Ta KOHTPOIO SIKOCT: DE_BW_OI_MIA__2023_0093.
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packaging/labeling and quality control at ithe above mentioned recognized bzuldmg in full con_ ({ O e \wg/z GMPy

regulatory authority and with specification in the marketing authorization of the importing g h? bcg’ch~ packagmg and
analysis records were reviewed and found to be in compliance with GMP. \‘;’\" & CN::\:: N \® |

Hum 32 nidmeepddcyio, 140 nasedena suude iHphopMayia € cnpasAciugio i MOUNHOID. q&‘bﬂm yaa 6t 201 ;oenemz, ¢ momy
yueni ynaxosana i nepeeipena, ¢ Mexcax npoleOypu Koumporre axocmi na 3a3Ha4 A oontuuﬂ&l)lgwuaa 6 noeniii
gionogionocmi do eumoz npasun Hanescnol Bupoonwuol Npaxnuicu (GMP), eemaioene vie) @M pezynar ﬁpuum opeanoM, a
maxee 6 noeuiil gionosionocmi 0o cneyudiikayiii, nepeddauenux y Jiyensii na oupooumqi OWM creyuixayiamn
na npodyxuio, nepedfaueiumi ONA JOCAINCYSAUUX NIKAPCORUX 3aC00Ia. Hoxymenmauin cnomu(maa, naxyeanua i
ananisy cepii 6yna nepesipena, i 6yno gemanoeieno, Wo eona cidnosidac eursozan Haneswenol Bupodnuuo¥ I]p(mmlucu (GMP).

Name /TIIB
Signature / ¥lignuc:

Verena Wieland / Beperia B’enend

/ / L/\é/<
Position / Ilocaga: Quallty bm‘rol Mandger / Ynogioeaoicena ocofa 3 Konmponio axocmi
Date of release / Jlata Bunycky cepii B npoaam: 26.03.2024

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