JEPHUNKCIIYXKBA
AEPKABHA CJIIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KHIBCbKIHA OBJIACTI
npocniexr Basiepis JloGanosepkoro, 51, m. Kije. 03 ] 10, Ten/thaxe: (044) 2753030
E-mail: dls ko@dls.gov.ua, Kon €JIPTIOY 37078774

BHCHOBOK
Npo AKICTH BBe3enoro B Ykpainy aika PCBROro 3acoby

04.11.2019 Ne 70307/19/10

JIM®POMIO30T H

GrfMenyH I AKapeLRoTO SACODY 3ITAH0 2 PEECTPALITIIAT OCHLICHIAM |
posHI v i exniii no 1,1 s amnyai; no 5 AMIYJ Y KOHTYPHiil uapyukosiit ynaxosui; o
| Kourypuiii wapyurosiii ynakosui n Ropodui 3 kaprony

(hopata pinyery. aoaynanny, s HAKY BANIE JTKAPCLROTG tcody)
Hosep pecerpauiiioro nocsimenns UA/2054/01/0] cTpok aii pecetpaniiivoro mocsizicnnn 17,11.2019
Cepis sikapcskoro sacoby Ne 88838 Kinuxicts ssesenoro nikapenkoro sacoby 10800

Bitpodik bionorime Xaiinumitrens Xeens U'vG X, Himeuunna

(Halisenymins wpoGinka mRApeLKore 3ncoby. Kpaiia noxoseeiis )

Baeteno s Vepainy Tosapuerso 3 o6meskenoo simosiasnicrio "IOBIAL DAPM

&

TPEMI", incwr. kon: 39278099

(naidssenyvnanis ta xoa 1 CJIP1HOY IODHAHOT 0coDH Ao IPISBHING, iM%, N0 OaThroui disunoi

OCOTHT - N ApHEstL, 1T Micie OpOEUBLING Ta pecerpaulinnt yosep ofnikonol kaprxn naatmkn
foaarkin aGo cepis 14 nosep naenepTa)

Mporokon sisyaasnore konrpomo vin 25.10.2019 X 3982/10.

31 pesyNLTATaMU  ACPHUBHOIO KOHTPOMO - BCTANORICHO, 10 Jnikapenkil  3acid nacieno Vrpainy 1

AOTPHMAHHSIM BuMOr 3UKOHONARCTRA 100 3a0e3Te e AKOCTI JHKAPCLKHY 19C00618,
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-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTHU®IKAT SKOCTI

AN

1

Product; LYMPHOMYOSOT®N, injection solution in 1.1 ml ampoules Ne5 (5x1)
Ipoayrnin: JIMPOMIO3O0T H, posunn aas in’exnii no 1,1 ma B amnyaax NeS (5x1)
Batch Ne; 88838 Batch quantity produced in total (packs): 10800
Homep cepii: 88838 Kinekicrs npoxywxuil B cepii (ynaxosox): 10800
Manufacture Date 07.08.2019 Registration license numher: UA/2054/01/01 valid 411 17.11.2019
HaTa phpodHBUTES] 07.08.2019 Homep peecTpaniiinoro nocsinuenuss: UA/2054/01/01 pificHe mo 17.11.2019
Expiry date: 07.2024 Country of origin: Germany
Tepmin npagaTHoCTi: 07,2024 Kpaiua noxomkenns: Himeuunua
Testing point / Specification / Cnenudixayis Results / Pespromamu Control methods/
Hoxasuuin axocmi Mempdu xenmpoaig

Odour Odourless, Corresponds QCM, 1t.], GHP, H22.1
3anax Be3 3anaxy. Bianosinae MK, n.1, GHP, H 2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur, 2.2.1
ITposopicTh I posophii. Binnosigac MEKA, n.2, €8p,®, 2.2.1
Particulate contamination: Practically free from particles. Corresponds QCM, It.3, Ph, Eur.2.9.20
visible particles’
Mexauiuni sraouennn: HpaxTiuno BinbHHH Bl yacToR. Binnosinae MKJ, n.3, €pp.W. 2.9.20
BHAWMI uacTkH'
Colour Colourless. Cormresponds QCM, It. 4, Ph, Eur. 2.2.2
KonboposicTs Besfapenui, Bianosipae MKSL, . 4, €3p.D, 22,2
Colour of ampoules Colourless. Corresponds QCM, 1. 5,visually
Koaip amnya Beabapsunii. Binnosinae MK, 1.5, Bisyansuo
Extractable volume 1,10-1,26 ml/ampoule (1,1050-1,2707 g/ampoule). 1,17 ml/ampoule QCM, It. 6, Ph, Eur. 2.9.17
06'en, mio BHTATAECTECH 1,10-1,26 mn/amuyay (1,1050-1,2707 r/aMmyay). 1,17 ma/amnyny MKH, 0, 6, Cap.®.2.9,17
Osmolality 285-315 mosmol/kg. 297 mosmol/kg. QCM, It. 7, Ph. Eur. 2.2.35
OemonanbHicTs 285-315 mocmMonnLAKr. 297 MOCMONIB/KT, MK, n. 7, €8p.Q. 2.2.35
pH 4,7-6,5. 58 QCM, 1. 8, Ph. Eur.2.2.3

H 4,7-6,5. 5,8 MIUL, 1. 8, Esp.. 22,3
Sterility Sterile, Corresponds QCM, 1.9, Ph.Eur. 2.6.1, membranc

filter method
CTepnabnicts Crepunsnuil, Binnosinae M3, 0.9, €ep.b, 2.6.1, seToa
MemOpnunol bineTpaniy
Bacterial endotexins Max. 3,4 LU./ml. <3,4 L.U./mi. QCM, 1t. 10, Ph, Eur. 2.6.14
Baxrepiansni Makxe, 3,4 MO/m1. < 3,4 MO/mn, MK, n, 10, €8p. ®. 2.6,14
SHAOTOKCHUN
Particulale contamination; | Per ampoule: QCM, It. 11, USP <788>,
sub-visible particles Max. 6000 particles = 10 um, 24 particles/ampoule Ph, Eur. 2.9.19
Max 600 particles > 25 pm. 0 particles/ampoule
Mexariuni srmosenns; B onnif ammyni; MK4, n. 11, @, CLIA <788>,
HEBHINMI UACTKH Maxe.6000 wacTox posmipom > 10 miew, 24 wacTor/amnyay Eap.®, 2.9.19
Maxe.600 yacTox posmipom = 25 mim, 0 vacror/amuyay

¥ the resuli is obtained Jrom IPC/ *péayanTaT OTPHMYI0TE i3 IPC [KONTPOAL Y GPOLIECT BHPOOHALTEA)

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

Manufacturing and quality control license number: DE_BW_01_MIA_2019_0055,

Bupodunua xinnruns: Bionorime XainsmiTrens Xeean I'm6X, J-p PexeBer-wrpace 2-4, 76532 bagen-Baaen, Himeuynmna,
Homep ninensii va BupoSunureo Ta KOHTPOaIo gKocTi: 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 5 nidmsepdoicyro, wo noeedena sune incpopmania € cnpasarcnoio | mounoio, Cepin npenapamy byna euzomoenena, g momy
wucil ynaxosana i nepesipena, ¢ Mexcax nPoRedypu KOHMPOMIO AKOCHI HO 33HAYeNid 8uM{e supobruvil dinvHuui 6 nosnin
slonosionecmi do eumoe npagun Hanexwenol Bupobnuvol Hpaxmuxu (GMP), ecmarnosnenux MICUEEUM PEZYIAMOPHUM OPZAHOM, a
mareye 6 nosuifi gidnosidnocmi 0o cnewudhixayii, nepedbayenux y Jinensil na esupodnuumeso Kpalnu-lmnopmepa zi
CHeRuGIKARIAME  HA  npodykuilo, nepedbavenumu dns QoCTIONCYSanUX  IRAPCLKNX  3ACODIE. Hoxymenmania cmecosno

BUPOBRURMEN, naKyeauna i ananizy cepil Gyna nepegipenn, | Gyno ECINANOSAEHO, W0 60HG Bidnesidw oeam Hanexcnor
Bupoonuyol fipaxmuru (GMP), ZT NG

Name / I1B;

Signature / Tianuc: ‘ff

. {5« JOKYMEHTIB > &
Position / Hocana: Quality Control Manager / Ynoe ?ga.:-;c‘mm 0coba 3 KORIEp
Date of release / llata sunycxy cepii s npoaam: 17,09.2019 {i 5 :
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JEPUIIKCITYXKEBA
AEPKABHA CIIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCBKIN OBJIACTI

npocnext Banepis JloGanosceioro, 51, M. Kuis, 03110, res/daxc: (044) 2753030
E-mail: dls ko@dls.gov.ua, Kox CAPTIOY 37078774

BHCHOBOK
Npo AKICTH BBE3eHOro B YKpaiHy jikapebkoro 3acoby

04.11.2019 Ne 70308/19/10

JIMBPOMIO30T H
(nafimonynamin nikapeskoro 3acoSy Iriano 3 peectpaltifiinm TIOCBIJMCHIAM)
po3unH fuis in'exuiit mo 1,1 ma 8 amnyui; mo 5 amaya y KOHTYpniii wapynxosiii ynaxosui; no
1 xouTypuiii napynkosiii ynaxosui 8 xopo6ui 3 Kaprony
{(bopma BisyCKy, AOIYBARIS, B TARYBRHIR nixapeskoro sacofy)

Homep peecrpaniinoro noceinuenns UA/2054/01/01 erpox #if peecrpanitisoro nocsinuennn 17.11.2019
Cepis nivapcekoro 3acoby No 89177 Kinsxicts snesenoro nikapeskoro sacoSy 5140

Bupobmix biosorime XaitnsMiTrens Xeens I'm6X, HiMeuunna
(nafimeuysaing nHPoGHIKA NIKAPCLKORD 3800y, KpaiHa AOXOAKCHRN}

Baeseno B Yxpainy Tosapucrso 3 obmexenow Binnosigaanuicrio "IOBIAYM ®APM
TPEM", inenv. kon: 39278099
(nafisenynasis Ta kon 3a CHPHOY oputuynol ocobu abo npissde, iM's, no atukosi Pizurol

ocolu - nixnpuresis, T Micie npoxamanin Ta pecerpatifinmil nomep ofzivonol KAPTKY TUIATHHKA
foaatkis afo cepis Ta HoMep nacnopra)

flpoTowkes Bisyansnoro kourpomo sin 25.10.2019 N2 3982/11.

32 pesyAhTaTaMi  EPWHEBNHOFO  KOHTDONIO BCTAHORICHO, IUO nikapesrui  saciG  meeseno 8 Ykpainy 3
AOTDHMATANM 5 JAKOHOMABCTRA IN0J0 3abeaneuen HroCT] NikapcLRUX 3acobis.
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-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT SKOCTI

Product; LYMPHOMYOQSOT®N, injection solution in 1.1 m]l ampoules Ne5 (5x1)
Uponyxnin: JUIM®POMIO30T H, pozuma gasn im’exuiii no 1,1 ma s amnynax N3 (5x1)
Bateh Ne: 89177 Batch quantity produced in total (packs): 5140
Homep cepii: 89177 Kinbxicte mpoaykuil B cepii (ynaxosok): 5140
Manufacture Date 02.09.201% Registration license number: UA/2054/01/01 valid till 17.11.2019
Jata snpoSumuTea: 02.09.2012 Homep peccrpaniiinoro nocsimuernus: UA/2054/01/01 pitene no 17.11.2019
Expiry date; 08.2024 Country of origin: Germany
Tepmin npuraTaocTi: 08.2024 Kpaina moxomxenus: Himeyanna
Testing point/ Specification / Cneyucixanin Results / Pesynpmamu Control methods/
Hoxaznuxn axeemi Memodn xonmpono
Qdour Odourless. Corresponds QCM, It.1, GHP, H22,1
3anax Bea 3anaxy, Bianopinac MK, n.1l, GHP, H2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph, Eur. 2.2.1
TiposopicTs Tlpoaopwii. Bianosinae MKH, n.2, €p.®. 2.2.1
Particulate contamination: Practically free from particles, Corresponds QCM, It.3, Ph, Eur.2.9.20
visible particles”
Mexamiuni BIQ.IIEd‘IEHH}I: IpaxTuuno sinsunil Big uacTox, Bianoeinae MKA, n.3, €ep.®. 2.9.20
BHANMI TACTKH
Colour Colourless. Corresponds QCM, It. 4, Ph, Eur. 2.2.2
Koasoposicts LesGapsrai. Bianoeinae MK, n. 4, €pp.®. 2.2.2
Colour of ampoules Colourless. Carresponds QCM, It. 5,visvally
Koaip ammya Be30apsuni. Bianosinac MK, n.5, isyaasno

Extractable volume
O6'em, 10 BUTHATAETHCH

1,10-1,26 ml/ampoule (1,1050-1,2707 g/ampoule),
1,10-1,26 ma/amayay (1,1050-1,2707 r/famnyay).

1,17 ml/ampouls
1,17 mn/aMnyay

QCM, It. 6, Ph. Eur. 2.9.17
MEK4, n. 6, €pp.D, 29,17

CRADTOKCHHH

Osmolality 2835-315 mosmolkg. 301 mosmol/kg, QCM, It. 7, Ph. Eur. 2.2.35

OcMonsnsricTs 285-315 MoemMoub/Kr, 301 MoeMOIL/KT, MKA, n. 7, €sp. P, 22,35

pH 4,7-6,5. 5,8 QCM, It. 8, Ph. Eur. 2.2.3

pH 4,7-6,5. 58 MK, n. 8, €ap.D.2.2.3

Sterility Sterile. Corrssponds QCM, It.9, PhEur, 2.6.1, membrane
filter method

Creprashicrs Crepunbuuii, Binnosinae MXK4, n.9, €p.D, 2,6.1, meToR
membpassol dinsTpaniy

Bacterial endotoxins Max, 3,4 L.U./m], <34 1LU./ml, QCM, It. 10, Ph. Eur. 2.6,14

BaxTepiantni Maxe, 3,4 MO/ma. <34 MO/mu, MKZ, n, 10, €pp, ®. 2.6.14

Particulate contamination:
sub-visible particles

Mexaniuni srmovennn:
HEBHAMMI YRCTRH

Per ampoule:

Maxt. 6000 particles > 10 pm.

Max 600 particles > 25 pm.

B oauiif amnyai:

Make.6000 uyacTor poamipoM = 10 mxm.
Maxe.600 wacrox posmipom = 25 MKM.

24 particles/ampoule
1 particles/ampoule

24 waeTor/ammyny
1 yacTorR/amMmmyny

QCM, 1t. 11, USP <788>,
Ph. Eur. 2.9.19

M, n. 11, @, CIIA <788>,

€sp. 0. 2.5.19

* the result is obtained fTom 1P

/ ¥ pe3ynsTaT OTPRAMYI0TS 13 IPC {(iKONTpoas y nponec BHpoBRANTBA}

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr Reckeweg-Str. 2-4, 76532 Baden-Baden, Germany.
Manufacturing and quality control license number; DE_ BW _01_MIA _2019_0055,

Bnpobunuaa pinkunns; Bioaorime Xaitnomitress Xeeaw I'm6X, J-p Pexeser-mrpace 2-4, 76532 BaﬂeH—BﬁyE

Homep ginenaif va prpofunurso Ta KouTpoME sKocTi: DE_BW 01 _MIA_2019_0055,

I hereby confirm that the above information is authentic and accurate. This batch of product has beeﬂ :éanuchtu}*ed inc d}ng
packaging/labeling and quality control at the above mentioned recognized building in full compliance wrfﬁ (GJWP reqwremems gﬂhe
local regulatory authority and with specification in the marketing authorization of the importing cou
packaging and analysis records were revzewed and found to be in comphance with GMP. \

bafek procespmg,

sidrosionocmi 0o sitmez npasun Haneownof Bupobuuyol Hpaxmury (GMP), scmanoenennx micyeeum peeymmapnum opzauom,
maxoye ¢ Rosuii sidnosionocmi O¢ cnewutpicanili, nepedbavenux y Jliyenzil na cupobnuymeo xpainu-imnopmepa 31

cneyubivayinmu  na  npodyxyiro,
supofruymen, naxysauna 1 aunanizy cepii Oynra nepesipena, i 6pno scmanogneno, wo eoua sion
Bupobnuuol Ilpaxmuxu (GMP),

Name / IIIE:
Signature / Mliznac:

Position / ITocana:

Date of release / Jata sunycxy

bk puw sy

Biologische Heilmittel Heel GmbH,

HO> U Eag

ality Conirol Manager / Ynoen
,10.201%

N ’/ Ko oY,
\iﬁzj_‘ ‘-trMm("\)\

GUHJE] O

nepedfavenumu  Onn  Oocniducysanux nixapevkux 3ucobis. Joxymenmayin cmocosHo
vzam Hanexcrol




JEPXXJIIKCITY )KBA
JNEPKABHA CJIYXKBA 3 JIKAPCHKHNX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBbKIN OBJACTI

npocnexT Banepis Jlo6anoscskoro, 51, M. Kuis, 03110, ten/axc: (044) 363-06-50
E-mail: dls. ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JPTIOY 37078774

BHCHOBOK
PO AKICTH BBE3€HOT0 B YKpaiHy JIikapebKoro 3acoby

05.04.2021 Ne 14290/21/10

JIM®OMIO30T H

(naiiMcHyBaHHA NiKapehKOro 3aco0y 3rifHO 3 PEECTPAUIHHMM MTOCBIRYEHHNM)
PO39HH A8 in'exuiii no 1,1 My1 B ammyi; o 5 aMny.1 y KouTypHiii wapynxosiii ynaxosui; mo
1 xOHTYpHil 9apynkoBili ynakosui B xopodui 3 KapTony

(bopma Bunycky, 03yBaHHA, BHA NAKYBAHHS NIKAPCLKOro 3acody)

Homep peectpauitinoro nocsimuenns UA/2054/01/01 crpox aii peectpauiiinoro nocsizuenns 01.01.2099
Cepis nikapcrkoro 3acoby Ne 91641 KinekicTb sBesenoro nixapeskoro saco6y 10713

Bupobrx Bionorime Xatinemirrens Xeens I'm6X, Himeuunna

(naiiMeryBanHs BHpoGHHKa nikapceKoro 3acofy, kpailia NOXOMKeNNS)

BaeszeHo B Ykpaiuy

Tosapuerso 3 ofmexenoro BimnosizansricTio "KACKAJ MEIIKAJI
PEI'TOHH", igenr. xox: 35757357

(Haiimenysanns Ta koa 3a €IPTIOY 1opuimyHoi cco6u abo npisenute, iM's, no Garskosi diznunol
0oy - niAnNpHeMuS, iT MiCLIC NPOXKHBAHHA Ta peecTpaliiHAKE HoMep 06 AIKOBOT KAPTKH ANATHHKA
noaavkie abo cepis T2 HOMep nacnopra)

[porokon Bisyansuoro konTtpoato eig 25.03.2021 N 0870/14.

3a pesynyTatamu  IEpEWaBHOTO KOHTPONIO BCTAHOBNEHO, 10 Jikapchkhd  3acif  BBe3eHo B VkpaiHy 3
JOoTpH ]\:@.H»ﬂﬂhkaumor 3aKOHONABCTRA 100 3abe3neyeHHs 5
= \*«x
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Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI

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

Ipoaykuis: JIM®OMIO3O0T H, posuun ans in’exknifi mo 1,1 ma B ammnyaax Ne5 (5x1)

Batch Ne: 91641 Batch quantity produced in total (packs): 10713

Homep cepii: 91641 Kinbkicts npoxyxuii B cepii (ynakosox): 10713

Manufacture Date 06.05.2020 Registration license number: UA/2054/01/01 validity period unlimited

Hara supoGranTea: 06.05.2020 Homep peectpauiiinore nocsiguenns: UA/2054/01/01 Tepmin aii neoGmexenuii

Expiry date: 04.2025 Country of origin: Germany

Tepmin npugaTHocTi: 04.2025 Kpalna moxomxennn: Himeuunna

Testing point / Specification / Cneyudixauin Results / Pesyasmamu Control methods/
Hoxasnuru axocnd Memodu konmpanio

Odour Odourless. Corresponds QCM, It.1,GHP,H2.2.1
3anax bea 3anaxy. Binnosizae MKHA, n.1, GHP, H 2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur. 22,1
Tpo3lopicTe M pozopuii, Bianosizae MEK4, n.2, €8p.®@. 2.2.1
Particulate contamination: visible | Practically free from particles. Corresponds QCM, It.3, Ph. Eur.2.9.20
particles*
Mexanivni soioaenns: TpakTHaHO BiTEHRIG Bi YaCTOK, Bignosinac MKA, .3, €sp.®, 2.9.20
BHAHMI 9acTku’
Colour Colourless. Corresponds QCM, It. 4, Ph, Bur. 2.2.2
Kosboposicth Besbapsuuit, Bianosginac MK, n. 4, €ep.@. 2.2.2
Colour of ampoules Colourless, Cotresponds QCM, It. §,visually
Kouaip amnyn Bezbapeuui. Binnmosinac MKH, n.5, sizyasisuo

Extractable valume
O6'em, 10 BHTATAETLeR

1.10-1,26 ml/ampoule (1,1050-1,2707 g/ampoule).
1,10-1,26 ma/ammyay (1,1050-1,2707 T/aMmyJiy).

1,16 mi/ampoule
L,16 mur/amayny

GCM, K. 6, Ph, Eur, 2.9.17
MK, n. 6, €8p.®. 2.9.17

sub-visible particles

Mexaniuni BKOYeHHA:
HEBHAHMI YaCTKH

Max. 6000 particles > 10 pm.

Max 600 particles > 25 pm.

B oaniii ammyni:

Makc.6000 qacTok poamipom > 10 mrwm.
Maxc.600 uacTok posmipom > 25 mkM.

13 particles/ampoule
0 particles/ampoule

13 wacrox/ammymy
0 uactox/amny.y

Osmolality 285-315 mosmol/kg. 300 mosmolikg, QCM, It. 7, Ph, Eur.2.2.35

OcmonanEHicT 285-315 MocMoaB/KT, 300 MocMoaR/KT. MKH, n. 7, Cop.®. 2.2,35

pH 4,7-6,5. 5.7 QCM, It. 8, Ph. Eur. 2.2.3

H 4,7-6,5. 5,7 MK, n. 8, €ep.P. 2.2.3

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

CrepuasHicTs Crepuisnnii. Bianosinac MKH, n.9, €8p.®. 2.6.1, meTon
memOparsol ginsrpaniy

Bacterial endotoxins Max. 3,4 L.U./ml. <341LU/ml QCM, It. 10, Ph. Eur. 2.6.14

BakTepianbai eHIOTOKCHHN Make. 3,4 MO/ma. < 3.4 MO/Mma. MK, n. 10, €sp. D. 2.6.14

Particulate contamination: Per ampoule: QCM, It. 11, USP <788>,

Ph. Eur. 2.9.19

MEKA, n. 11, @, CIIA <788>,
Cep. @, 2,919

* the result is obtained from IPC/ *pesynurar oTpumykTs i3 IPC (konTposts y nponeci BApoGuMITTEa)

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

Manufacturing and guality contro] license number: DE_BW 0 1_MIA_2020_0009.

Bupofinrua ginbaung: Bionorime Xaitasmirrens Xeeas I'm6X, -p PexeBer-nrrpace 2-4, 76532 Baxen-Bagen, HiMeuunna.

Homep stiuensii #a BupouuuTBO Ta KOHTPOIIO SKOCTI: DE_BW_01_MIA_2020_0009.

! 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,

Lum = niomsepoxcyo, wo nasedena guiye inopmayin € cnpasxcuvoro i mounoso, Cepin npenapamy Gyna suzomognena, 8 momy
uucni ynaxosana i nepesipena, @ Mexcax npouedypu Kommponio axocmi Ha 3a3naueniil euuie upoBHUYIL diﬂle{Ri 8 noeHii
sidnosionocmi 0o eumoz npaeun Hanexwenoi Bupobnuvoi Opakmuru (GMP), acmanosnenux Micyesum pezyﬂnmapki};u opzanoM, a
MaKeHc € noeHiil eionosidnocmi 0o cneyudixayiii, nepeobauerux y iyensii na supobruymeo KkpalHu-iMnopmepa 3i cneyqudiayiamu
Ha npodykyile, nepedbavenumuy ona docnidxcyeanux aikapevkux sacobis. Hoxymenmayin cmocoano eupobuHuymea, naxysaHua i
anaaisy cepii Gyaa nepesipena, i 6yno 8CIMAHOBAEHO, Wio 60na eldnosidac eumozam Hanexncrnoi Bupobnuvoi {Ipaxmurxu (GMP),

Name / I1iB: Verena Wieland / Bepena B'enend

Signature / Hignue: n’
1 f
(i oA

Position / INocana: Quality Control Manager / Ynognoe\ice
Date of release / Tara BHITYCKY cepii B npoaax: 31.07.2620

) Nei

A
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Biologische Heilmittel Heel GmbH, Dr.-Reckeweg-Str. 2-4, 76532 Baden-Baden, Tel.: +49 {0)y7221/501-00, Fax: +49 (0] 7
br et L0555
00 2/ &,




JEPXXJIIKCITY )KBA
JNEPKABHA CJIYXKBA 3 JIKAPCHKHNX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBbKIN OBJACTI

npocnexT Banepis Jlo6anoscskoro, 51, M. Kuis, 03110, ten/axc: (044) 363-06-50
E-mail: dls. ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JPTIOY 37078774

BHCHOBOK
PO AKICTH BBE3€HOT0 B YKpaiHy JIikapebKoro 3acoby

05.04.2021 Ne 14290/21/10

JIM®OMIO30T H

(naiiMcHyBaHHA NiKapehKOro 3aco0y 3rifHO 3 PEECTPAUIHHMM MTOCBIRYEHHNM)
PO39HH A8 in'exuiii no 1,1 My1 B ammyi; o 5 aMny.1 y KouTypHiii wapynxosiii ynaxosui; mo
1 xOHTYpHil 9apynkoBili ynakosui B xopodui 3 KapTony

(bopma Bunycky, 03yBaHHA, BHA NAKYBAHHS NIKAPCLKOro 3acody)

Homep peectpauitinoro nocsimuenns UA/2054/01/01 crpox aii peectpauiiinoro nocsizuenns 01.01.2099
Cepis nikapcrkoro 3acoby Ne 91641 KinekicTb sBesenoro nixapeskoro saco6y 10713

Bupobrx Bionorime Xatinemirrens Xeens I'm6X, Himeuunna

(naiiMeryBanHs BHpoGHHKa nikapceKoro 3acofy, kpailia NOXOMKeNNS)

BaeszeHo B Ykpaiuy

Tosapuerso 3 ofmexenoro BimnosizansricTio "KACKAJ MEIIKAJI
PEI'TOHH", igenr. xox: 35757357

(Haiimenysanns Ta koa 3a €IPTIOY 1opuimyHoi cco6u abo npisenute, iM's, no Garskosi diznunol
0oy - niAnNpHeMuS, iT MiCLIC NPOXKHBAHHA Ta peecTpaliiHAKE HoMep 06 AIKOBOT KAPTKH ANATHHKA
noaavkie abo cepis T2 HOMep nacnopra)

[porokon Bisyansuoro konTtpoato eig 25.03.2021 N 0870/14.

3a pesynyTatamu  IEpEWaBHOTO KOHTPONIO BCTAHOBNEHO, 10 Jikapchkhd  3acif  BBe3eHo B VkpaiHy 3
JOoTpH ]\:@.H»ﬂﬂhkaumor 3aKOHONABCTRA 100 3abe3neyeHHs 5
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-Heel

Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI

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

Ipoaykuis: JIM®OMIO3O0T H, posuun ans in’exknifi mo 1,1 ma B ammnyaax Ne5 (5x1)

Batch Ne: 91641 Batch quantity produced in total (packs): 10713

Homep cepii: 91641 Kinbkicts npoxyxuii B cepii (ynakosox): 10713

Manufacture Date 06.05.2020 Registration license number: UA/2054/01/01 validity period unlimited

Hara supoGranTea: 06.05.2020 Homep peectpauiiinore nocsiguenns: UA/2054/01/01 Tepmin aii neoGmexenuii

Expiry date: 04.2025 Country of origin: Germany

Tepmin npugaTHocTi: 04.2025 Kpalna moxomxennn: Himeuunna

Testing point / Specification / Cneyudixauin Results / Pesyasmamu Control methods/
Hoxasnuru axocnd Memodu konmpanio

Odour Odourless. Corresponds QCM, It.1,GHP,H2.2.1
3anax bea 3anaxy. Binnosizae MKHA, n.1, GHP, H 2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur. 22,1
Tpo3lopicTe M pozopuii, Bianosizae MEK4, n.2, €8p.®@. 2.2.1
Particulate contamination: visible | Practically free from particles. Corresponds QCM, It.3, Ph. Eur.2.9.20
particles*
Mexanivni soioaenns: TpakTHaHO BiTEHRIG Bi YaCTOK, Bignosinac MKA, .3, €sp.®, 2.9.20
BHAHMI 9acTku’
Colour Colourless. Corresponds QCM, It. 4, Ph, Bur. 2.2.2
Kosboposicth Besbapsuuit, Bianosginac MK, n. 4, €ep.@. 2.2.2
Colour of ampoules Colourless, Cotresponds QCM, It. §,visually
Kouaip amnyn Bezbapeuui. Binnmosinac MKH, n.5, sizyasisuo

Extractable valume
O6'em, 10 BHTATAETLeR

1.10-1,26 ml/ampoule (1,1050-1,2707 g/ampoule).
1,10-1,26 ma/ammyay (1,1050-1,2707 T/aMmyJiy).

1,16 mi/ampoule
L,16 mur/amayny

GCM, K. 6, Ph, Eur, 2.9.17
MK, n. 6, €8p.®. 2.9.17

sub-visible particles

Mexaniuni BKOYeHHA:
HEBHAHMI YaCTKH

Max. 6000 particles > 10 pm.

Max 600 particles > 25 pm.

B oaniii ammyni:

Makc.6000 qacTok poamipom > 10 mrwm.
Maxc.600 uacTok posmipom > 25 mkM.

13 particles/ampoule
0 particles/ampoule

13 wacrox/ammymy
0 uactox/amny.y

Osmolality 285-315 mosmol/kg. 300 mosmolikg, QCM, It. 7, Ph, Eur.2.2.35

OcmonanEHicT 285-315 MocMoaB/KT, 300 MocMoaR/KT. MKH, n. 7, Cop.®. 2.2,35

pH 4,7-6,5. 5.7 QCM, It. 8, Ph. Eur. 2.2.3

H 4,7-6,5. 5,7 MK, n. 8, €ep.P. 2.2.3

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

CrepuasHicTs Crepuisnnii. Bianosinac MKH, n.9, €8p.®. 2.6.1, meTon
memOparsol ginsrpaniy

Bacterial endotoxins Max. 3,4 L.U./ml. <341LU/ml QCM, It. 10, Ph. Eur. 2.6.14

BakTepianbai eHIOTOKCHHN Make. 3,4 MO/ma. < 3.4 MO/Mma. MK, n. 10, €sp. D. 2.6.14

Particulate contamination: Per ampoule: QCM, It. 11, USP <788>,

Ph. Eur. 2.9.19

MEKA, n. 11, @, CIIA <788>,
Cep. @, 2,919

* the result is obtained from IPC/ *pesynurar oTpumykTs i3 IPC (konTposts y nponeci BApoGuMITTEa)

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

Manufacturing and guality contro] license number: DE_BW 0 1_MIA_2020_0009.

Bupofinrua ginbaung: Bionorime Xaitasmirrens Xeeas I'm6X, -p PexeBer-nrrpace 2-4, 76532 Baxen-Bagen, HiMeuunna.

Homep stiuensii #a BupouuuTBO Ta KOHTPOIIO SKOCTI: DE_BW_01_MIA_2020_0009.

! 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,

Lum = niomsepoxcyo, wo nasedena guiye inopmayin € cnpasxcuvoro i mounoso, Cepin npenapamy Gyna suzomognena, 8 momy
uucni ynaxosana i nepesipena, @ Mexcax npouedypu Kommponio axocmi Ha 3a3naueniil euuie upoBHUYIL diﬂle{Ri 8 noeHii
sidnosionocmi 0o eumoz npaeun Hanexwenoi Bupobnuvoi Opakmuru (GMP), acmanosnenux Micyesum pezyﬂnmapki};u opzanoM, a
MaKeHc € noeHiil eionosidnocmi 0o cneyudixayiii, nepeobauerux y iyensii na supobruymeo KkpalHu-iMnopmepa 3i cneyqudiayiamu
Ha npodykyile, nepedbavenumuy ona docnidxcyeanux aikapevkux sacobis. Hoxymenmayin cmocoano eupobuHuymea, naxysaHua i
anaaisy cepii Gyaa nepesipena, i 6yno 8CIMAHOBAEHO, Wio 60na eldnosidac eumozam Hanexncrnoi Bupobnuvoi {Ipaxmurxu (GMP),

Name / I1iB: Verena Wieland / Bepena B'enend

Signature / Hignue: n’
1 f
(i oA

Position / INocana: Quality Control Manager / Ynognoe\ice
Date of release / Tara BHITYCKY cepii B npoaax: 31.07.2620

) Nei

A
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Uitg o0

Biologische Heilmittel Heel GmbH, Dr.-Reckeweg-Str. 2-4, 76532 Baden-Baden, Tel.: +49 {0)y7221/501-00, Fax: +49 (0] 7
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“ALREA
Biologische Heilmittel [leel Gmbl
Baden-Baden.Germany

QUALITY CERTIFICATE / CEPTUDPIKAT AKOCTI

Product: LYMPHOMYOSOT®N, injection solution in 1.1 ml ampoules Ne5 (5x1)
Hponyweris: JIMPGOMIOZO0T H, pozuns ans in’cknié oo 1,1 ma B ammyaax NeS (5x1)
Batch No: 92502 Batch quantity produced in total {packs): 10761
Homep cepii: 92502 KinsicTe npoayxiil B cepil (YRaKoBOK): 10761
Manufacture Date 11.08.2020 Registration license number: UA/Z054/01/01 validity peried unlimited
HJata supobumuvea: 11.08.2620 Homep pecetpaniiinore neceigsucnns: UA/2054/01/01 Tepmin aii neodmencennii
Expiry date: 07.2025 Country of origin; Germany
Tepmin npuaarroeri: 07.2025 Kpaina noxoamenus: Himessmna
Testing point / Specification / Creytedhicaula Results / Pesyavmnarmu | Controf methods/

___ Hoxaznuen sxocmi Memodu xouinpono :
Qdaur Odourless. Corresponds QCM, It.1, GHP, H 2.2.1
3anax Ee3 3amaxy. Bianorigac MK, n.l, GHP, H 2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur. 2.2.1
IiposopicThb Hpozopuii. Bipmogrinac MKH, n.2, €pp.®. 2.2.1
Particulate contamination: Practically free from particles. Corresponds QCM, It.3, Ph. Eur.2.9.20
visible particles’

Mexaniwei srrreuenna: TpasTuaHo BUTLNEH Bi 93CTOR. Binnosinac MK, u.3, Cep.@. 2.9.20
BUAHMI HacTrn .
Colour Colourless. Corresponds QCM, It. 4, Ph. Eur. 2.2.2
KosnoposicTh Bezfapenuii, Bipnosigac MK, n. 4, Eep.D. 2.2.2
Colour of ampoules Colourless. Corresponds QCM, It. 5,visually

Koaip amnya Besfapeunii. Bignorigae MK, n.5, sizvaneno

Extractable volume
06'em, no BUTArZETHCA

QCM, it. 6, Ph. Eur. 2.9.17
MK, 0. 6, €ep.®. 2.9.17

1,10-1,26 ml/asnpoule (1,1638-1 2707 g/fampoule).
1,10-1,26 ma/amayay (1,1050-1,2707 cfamnyay).

1,57 mliampoule
1,17 mafammyny

Osmolality 285-315 mosmol/kg, 300 mosmol/kg, QCM, 1. 7, Ph. Eur. 2.2.35

Oemongannicrs 285-315 mocvoas/Kr. 300 mocmonb/ir. MK, n. 7, Eapah. 2,235

pH 4,7-6,5. 5,7 QCM, It. &, Ph. Eur. 2.2.3

pH 4,7-6,5. 5,7 MEKH, n, 8, €pn.@®, 2.2.3

Sterility Sierile. Caorresponds QCM, 1t.9, Ph.Eur. 2.6.1,
membrane filter method

CrepuabHicTs Crepuasuuit, Birnanizae MKH, n.9, €ep.®. 2.6.1, meron

membparuel dinarpauii

Bacterial endotoxins
bBakvepiansri
BHROTOKCHEL

Max. 3,4 I.U./ml,
Marce. 3.4 MO/man.

<34 LU/m).
< 3.4 MOfma,

QCM, It. 10, Ph. Eur. 2.6.14
MEA, o, 10, Eep. ©. 2.6.14

sub-visible particles

MexauniuHi BraogeHna:
HEBUAMML 98CTRH

Parnticulale contamination:

QCM, It. 11, USP <733>,
Ph. Eur. 2.2.19

Per ampoule:

Max. 6000 particles > 10 pm.
Max 600 particles > 25 pm.
B eauiii amnyasi:
Maxe.6G00 nacTox pozntipom = 10 mxm. 8 sacrox/amnyny
Maxke.600 aactok pesmipos = 25 M. 0 sacrew/amryny

8 particles/ampoule
Q particles/Tampoule Yoow
MKA, n. 11, D, CIUA <788,
€ep.®, 2.9.19

* the result is obtatned from IPC/ *peaynsrat erpumyrors i3 IPC (kouTpoab ¥ npoucti ExpobHmaTBEa)

Siie of manufacture: Biologische Heilmittel Heel GimbH, Dr.Reckeweg-Sir. 2-4, 76532 Baden-Baden, Germany.
Manufacturing and quality control license number: DE_BW_01_MIA_2020_0050.
BupoGuuua ninsuuns: Gionerime Xatinsmitrens Xeeas Mm6X, J-p Pexeser-iurpace 2-4, 76532 Bajen-Bagen, Himeuuuna,

Honep nivensii wa snpebuuinreo 1a konTponio axocwi: DE_BW_01_MIA_2020_0050,

I hereby confirm that the above information is authentic and accurate. This bateh of product has been manufactured, ircluding
packaging/labeling and quality control at the abave mentioned recagnized 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.

Hun 7 nionmeepdnyio, o nacedena auwe indiopmania € cnpasucioorn | movnor. Cepin upenapamy Gyna cuzemosnena, 6 Moy
qucni yraxosara | nepesipena, 8 MeMcGX NPoHedypu Kowmponto aKocmi He sasauenil GUIKE GNPOGHIYHE JNbRuni € nosHin
sidnosionocmi do eumoz npasun Hanescnof Bupobuuyot Hpaxrmuru (GMP), ecmanognenix sicUesus, pezyrsmonis opzanoM, a
maKone ¢ nosuil sidnosionacmi fo crenudinayin, nepedbavenux y Jlinensit na eupobuutimee Kpiadmnnopmepa 3i cnegudixasian
HaQ nPpoOyKuilo, nepecGasenumy Onz QOCRIONCYGENUX HIKGPCOKUX 3acodic. [IOKPAMEHMOLIn CROCOSHC BHPOBRIIMGE, RAKYSans §
ananily cepif Gyaa nepecipena, i yne ecHanOsieno, wo 60na elonosioac sumoean Hanexcnol Bupobruol fTparnmkie (GMP),

Name / IB:
Signature / Mianwe:

Position / Hocana:

Date of release / iara eunye
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Lauva Haller - Faypa Xawnen fY j!'; z/-’ Er:
I 7o
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Quality Control Manager / ¥noenosancena acoba 3 konumpoiie Rkacni
22.09.2929
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-4, 76532 Baden-Baden, Tel.: +49 (§)7221/501-00, Fax: +49 (0)}7221/501-640



JAEPKIIKCIHYXBA
JEPKABHA CHOYXKBA 3 JHKAPCBKHMX 3ACOBIB TA KOHTPOJRO 3A
HAPKOTHKAMHA YV KHIBCBKIH OBJACTI

npocnexkT Banepia JicGasoreskoro, 51, M. Kuie, 03110, Ten/daxe: (044) 363-06-50
E-mail: dis.ko@dls.gov.na hitps:/Awww.dis.gov.ua, Kop €OPIIOY 37078774

BHCHOBOK
npo 9KicTh BBE3CHOr0 & YKpainy JikapebKoro 3ae06y

4

12.05.2021 ' Ne 23165/21/19

JIMPOMIOZ0T H

(uadMerypasmit] JiKApChKOro 3ac00Y 3rigHO 3 peecTPani M NOCBUMCHETM)
pozunH Jag in'cxuiil mo 1,1 ma g avmyii; mo 5 amoys Y KoETypiiii 9apyHKeEill ynakosni; ne
1 xouTypHEii FapyEKRoBii YHaKoBI B Kepoli 3 KApToOBY

{diopMa BuyCKY, HOGYBAHMR, BRI HAKYBAHHY AiKAapehKoTD 3acoly)
Homep peectpauilinoro nocsiaucuns UA/2054/01/01 crpok mif peeerpauitinoro nocsimenns 01.01.2099
Cepis nikapcekoro 3acoby Ne 92502 KinsxicTs 2aeseHors aikaperkoro zacoby 10761

BupoGuux bionorime XaitnemiTrens Xeens I'mbX, Himeaumaa

{BaiiMetzypanis BupoGudia Nikapeskore 3ac06y, KpaiHa NOXOIKENHA)

Baeseuo & Yipainy Toraprerie 3 eomexenoro gignosinaneuicTio "KACKAJL METIKAJL
PETTOHHA", inewr. wop: 35737357

{HnivenyBanya Ta koi 3a €IPTIOY ropuamuoi ocobn abo npissume, iM'a, no 6arexopi (iznynoi
ocob - nianpHennis, T Micue TpoamBAHNY TA peecTparifiniil foMep oORIROROT RAPTKH NAATHIKA
nopartkie aGo cepin Ta HoMep NacnopTa)

[poToion eizyansuore xowvpomo eiz 30.04.2021 M 1393/11.

32 pesynpbTaTaMB  NepKaBHOTO KOHTPOIE® BCT2HOBRCHO, 10  JikapceRud  zaci6 Beeseo B Yrpainy 3
ﬂGTpHMﬂ»EEH{ﬂnu\L\mmnoaaama moae 3abezneeHns SRocTi AKapehKiX 3acobis.
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