JEP)KABHA CJYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH
V JHIMPOIIETPOBCHKIN OBJACTI

Huinpo, mn.Cobopna,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dis.dp@dls.gov.ua, Kox €IPTIOY 37070665

BUCHOBOK
Npo AKICTb BBE3EHOTO B Y KpalHy JIIKAPCHKOro 3acoly

24.10.2024 Ne 54671/24/04

NTAKJIITAKCEJI AMAKCA

{nafisienyBanHs nikapeskoro sacoly 3rinto 3 peectpauifiHkM nocaiaveHHam)
KOHUCHTPAT /I PO3YHHY Aa4 iHdys3iil, 6 Mr/mJ o § M y guraxonax Ne 1

(dopma BUnyCKY, A03yRAHHS, BHJ NAaKyBaHHA NiKapckkoro 3acoby)

Homep peectpauifinoro nocsiguenns UA/15145/01/01 crpox nii peectpauitinoro nocrinuenns 01.01.2099

Cepis nikapcekoro 3acofy Ne AQ230203 KinskicTb BBE3€HOTO NiKapcbkoro 3acoby 150
Bupo6uuk AxBina I'm6X , Himeuunna
(nalMeHyBaHIA BHpoOGHMKA fikapcekore 3acofy, kpatHa NOXoAkeHHS)
Beeseno B Ykpaihy TosapucTBo 3 00meskenor Binnoeigaanuicrio "BaJIM", irent. kon:
31816238

(natimenysarus ta koa 3a €APTIOY opuanynoi ocobu abo npizsuile, iM's, no datskoni
disn4noi ocobu - ninnpueMus, i MICLE NpOKHUBAHHA Ta peecTpallifiuA HoMep obaikonroT
KaPTKH NIaTHWKA Nofatkis afo cepia Ta HoMep nactiopTa)

MpoToxon sisyanexoro kontpoaso sin 21.10.2024 Ne 07-01/2718/5.

3a pesyabTaTaMH AEpXKABHOIO KOHTPOMIO BCTAHOBNEHO, WO Jikapchkui  3acib eeezeHo 8 VYipainy 3
AOTPHMAHHAM sHMOr 3aKOHOLABCTRA 11010 3a0e3NeHeHHA AKOCTI NikapcrkHx 3acobib.

B. o. HayansHuKa Jlep:kaBHO! cnym6u 3
NiKapchKUX 3aco0iB Ta KOHTPOJIIO 3a
HapKoTHKaMH y JlHinponeTpoBebkiii
obnacti

Mapis BPE3II[bKA

5
. >z ““m“d““__- & G g
{nocanosa ocoGy/FaiyiiiN ;;Qu;.- (tHiuiany T2 npizsnne)

o N

Hikitiuesa Okcana +38(066)345-41-71
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Naimaxcen AMakca, xoHUeHmpam Ann pozsury ans Inghyail, 6 Ma/misr no 5 mn y guraxoss; no 1

Paclitaxel Amaxa, concentrate for solution for infusion, 8 mg/mi, 5 mi in vial; 1 vial in carfon box

fixapeuruil 2aci:

Drug product: hranony & kapmonsiil kopoBuf

Aioua pesioguna: Mexnimarcen (1 mn xoHyeHmpamy micmums 6 Mz maxnimaxceny)
Active ingredient; Paciitaxel (T mi concantrate contains 6 mg paciitaxel)

Houmep ceplf / Balch number  AQ23020%

Hama eupobnuymaa / Date of Manufacturing 04.07.2023

Hama saxinvenns cmpoxy npudamwocmi / Expiry data 0772026

Poamlp capli/ Batch size 501 ynaxoBow/packs

Jiixapcbxa hopma ! Dosage form:

Cuna diifaxmuenicms | Strength/potancy:

Poamip Ta YN nakyBaHun /

Peccmpauyliine noceidverins Ne / Marieling Authorization No,
Bupobrux, xpaina / Manufacturer, country

Package size and fypea:
carfort box

UAM5145/01/01
AxBiga MuoX, Himeunna / Aqvida GmbH, Germany

KOHLI@HTPAT AnA peaunHy AnA [Hdwaii / concentrate for solution for infuslon

6 mr naknitakceny / 6 mg of paclitaxel
no 5 Mn y hnakoHi; no 1 dinakony B kapTouHiii kopoBul / & mi in vial; 1 vial in

Hoxaznuxu axocmi Aonycmumi Hopmu (Requirements) Memodu xonmpomo Peaynumamu (Resuits)
(Tests) {Quality methods)
Onue TMpo30opuif XOaTYBATWIA B'AMIA pOavKH BiayansHo Bignosinae
Appearance Clear yellowish viscous solution Visual Complias
Koneoposgicts Y4 Sap.®, 2.2.2 Bignosinae
Color . Ph.Eur. 22,2 Compiles
MpoaopicTe Mposopui Sep.®. 2.2.1 Bipnosigae
Clarity Clear Ph.Eur. 2.2.1 Compliag
MexaHiuHi BKIKYOHHA: | BUAUMI NACTKU NPAKTUYHO BIACYTHI €ap.d, 2.9.20 Bignoeigae
BAOMMI MBCTKU Ph.Eur. 2.9.20
Particulate Practically free from visible particles Complies
contarmination: visible
particles
Mexaniunl BkmioveHHs: | 2 10 mxae: < 6 000 yacmok Ha bnaion Eep.¢®. 2.9.18 3 vacmok ha hnaxoH
HEBUONMI YacTKK 2 25 MxM: S 800 vacmok Ha ¢hnakoH Ph.Eur. 2.9.18 22 yacmok Ha hnakoH
Particulate 2 10 um: s 6 000 particles per vial 3 particles per vial
contamination: sub- & 25 pm: < 600 particles per vial 22 particles per vial
visible particles
IneHTUdikaLin TWX, Rf ocHoBHOT RNAMW BANpoByBaHora Eep.®. 2.2.27 Binnoslgae
Identification po34nHy Mae rinnosigaty Rf ocHosHOT Ph.Eur, 2.2.27 Complies
MAAMU PO3UKMHY NOPIBHAKHA
TLC. Rfofthe main spot of the examination
solution has to comply with Rf of the main
spot of the reference solution
BEPX. 3pasck einnosinae cranaapTy Bignosinae
HPLC. Sample complies fo standard Complies
pH 3.0-49 3 3.2
Ob'em, wo Naxnitakcen 30 mr: 2 5,0 Mn 15} Bignoeinae (5.5 mn)
BUTArAETLCA Paclitaxel 30 mg: 2 5,0 mi Ph.Eur. 2.9.‘17 3/ Compilies (5.5 mi)
Extractable volume N, 2/ /)
CynpoaigHi gomilLiku Backkarti II: 50,2 % w BERX\MeToz8po6HMKE | He BUABNeHo
Related substances Baccatin i1: 0,2 % 41 \osm&aamﬁ:ﬁ na'USP 26 Not detected
N-Beraoindeninizosepunetunectep: < 0,2 %P1 L jn-kGuse based on | He BusiBNeHO
N-Benzoylphenyliscserineethylester: < 0,2 % | USP 28 Not detected
10-pealetvnnaknitakcen: £ 0,2 % He BUABMNEHD
10-deaceotylpaciitaxel: s 0,2 % Not detected
Uedanomanliy Ta iaomep {Aomiwka A/B):
<0,7% He BUABRMEHO
Cephalomannine and isomer (impurity A/B); Noft detected
£07%
7-Eninaknitakcen: < 0,4 % 0.00 %
7-Epipacitaxel: < 0,4 %
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Mixapcbruil 3acio: Naknimaxcen AMaKca, KOHUEHMPam OnA po3yuny Ans ingysia, 6 Ma/un no 5 mn y praxosl: no 1
Drug product: craxony 8 Kapmonsii xopobul
Paciitaxel Amaxa, concentrate for solution for infusion, 6 mg/mi, 5 mi in val; 1 vial in carton box
Ahova pevosuna: Naknimaxcen {1 mn xonyssmpamy micmums 6 Mz naxnimaxcamy)
Active ingredient: Paclitaxel (1 mi concentrate contains 6 mg paciifaxaf)
Hosep cepl/ Batch number  A(230203
CynposigH| AoMIWwks 7-Eni-10-peayetunnaknitakcen: s 0,4 % BEPX meTog BHPOBHUKS | HE BUABNEHD
Related substances 7-Epi-10-deacetyipaciitaxel: < 0,4 % ocHOBaHWA Ha USP 26 Not detected
Byab-sika HeineHTUdikoBaHa Aomiluka: < 0,1 % GSLPCZL“"“’““ basedon | .o suannexo
Every other single impurity: < 0,1 % Not detected
Cyma gomiwok: 5 1,2 % 01 %
Total impurities: £ 1,2 %
KinekicHe BuaHaueHH] [ 5,7 — 8,3 MmriMn MeTog BupoGHuka 6.1 mrimn
naknitakceny (BEPX) 95,0 = 105,0 % Bla 3aABNOHOT KINLKOCTI OCHOBaHWI Ha USP 26 | 101.9%
Assay of paciitaxel 5,7 - 8,3 mg/mi In-house based on 6.1 mg/ml
{HPLC) 95,0 = 105,0 % of labeled amount USP 26 101.8 %
KinekicHe BUsHavenHa | 356,4 — 4356 mrimn €ep.d. 2.2.28 414.8 mrimn
eTaHony GesponHoro 90,0 — 110,0 % Bla 3anBNOHOT KiINLKOCT Ph.Eur. 2.2.28 105.1 %
Assay ethanol 356,4 ~ 435,6 mg/mi 414.8 mg/ml
anhydrous 90.0 - 110,0 % of labeled amount 105.1 %
Bopa £30% €sp.d. 25,12 03%
Water Ph.Eur. 2.5.12
CTepuneHicT CrepunbHWiA €ap.®. 2.6.1 Bignoeinae
Sterility Sterile Ph.Eur. 2.6.1 Complies
BakrepiantHi 5 0,67 EQ/mr naxknivakceny €ap.®. 2.6.14 Bignosinae
E€HIOTOKCHHH < 0,67 EU/mg paciitaxe! Ph.Eur. 26,14 Compiles
Bacterial endotoxing

BucHoeok: Cepia Ne AQ230203 signosinae sumoram MKS, peecTpaliiiHe nocsiguenHs Ne UAM5145/01/01
Conclusion: Batch No. AQ230203 complies with requirements to AND, marketing authorization Ne UA/15145/01/01

HalimeryearHs, MICUBSHaXOMKOHHR mMa HOMOP TIUeH3T ma cepmuchixamy eldnoeidvwocmi GMP dinsnuyl 3 eupobHuLImBa, o eidnoaidac 3a
KOHMPOIb Ma BUITYCK CODIT;

relpase
AxBida FmbX (AqVida GmbH)}
Kailzep-Binveansm-(Ump. 89, 20355 Fambypa, Himewiuna (Keiser-Withelm-Sir. 89, 20355 Hamburg, Germany)

Hivenln na supobruumeo (Manufacturing license) Ne DE_HH_0 1_MIA_2018_0006
GMP Cepmudbiam {GMP Certificate) Ne:OE_HH_01_GMP_209T-01/12

Weenoeo sacoly Maxnimaxcan Amarca, coHuyesmpam dnn
tf\sidnogidac sumozam GMP,

Baney npo cepmudikaulo: faHum 7 nidmeepdxyio, tio el auh i‘f' MOSIRHOI0 | MoNHOIO.
Hana cepis suzomosiiena (BKMONEIGYY YNER0EKY/Ma 8HHs), copmudbixoesha I Noumpons I swocmi euxoMarull Ha exasanid sutye

gupoBHuvil dinsHuui & noenil eidnosidnocmi 3 eumbdzda aupobruymea GMP/ QCHIHOBNIHUMU MICUBRUM DBEYIAMOpHUM Op2aHoM i y
sidnoeidnocmi 3i cneuutbixauieio, wo amaxodumees d\pesurdio Lg{a;fo&ay\ rlc::c:;‘s{0 lpomoxonu supobHuumes, ynakosxu ma ananisie Syniu

Apoakanizosani ma sidnosionioms GMP nidmeepdxero., 18 2 o8N/
Certification statement; | hereby confirm that the abovementioned -iﬁ'ﬁ;qnati;h‘»?s' rife and correct.

These batch of product ls manufactured (including packeging/igistingl—gertified and it qualfty control is caried out in the abovementioned
manufacturing area in full complfance with the GMP requiroments sef by the local regulatory suthorily and in accordance with the specification
locatad in the registration dossiar. Profocols of manufacturing, packaging and tests were analyzed and their GMP compliance were confirmed.

KepisHuk kaHTporTIo AKOCT i {ynoBHoBakeHa ocoba)
Head of the Quality Control (authorized person)

C . H emm ﬁ Chantal Hemmije Aara/date 20.11.2023
(signaturs) -~
{nidnue)
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AEPKABHA CJIYIKDBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

mpoi. Ceitmaaaoi Hagil, 3, M. Kuie, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKIiCTHL BBE3¢HOI0 B YKpaiHy JiKkapchbKoro 3acody

01.12.2023 Ne 59413/23/10

HAKJIITAKCEJ AMAKCA
{HaHMeHYRAHHA MiKapchkoro 3acoly 2rifHO 3 peccTpANiHANM TOCRITICHAAM)
KOHIEHTPAT JJIf POo3uHHAY A5 indysii, 6 Mr/ma mo S ma y guakodi; ne 1 guiaxkony B
KapToHHIH Kopodiri
(topMa EHITyCKY, 10ZYBAHHSA, RH] HAKYBAHHA JKAPCEKOTO 33coby)

Homep peectpaniiinoro noceimaerns UA/15145/01/01 crpox aii peccrpaniiinoro mocsimaeana ¢1.01.2099
Cepin mikapcrkoro zaco6y Ne AQ220206 KimukicTh BBe3€HOTO JiKapchkoro 3acoby 30

BHpoSHEK AxBiyga I'Mm6X, HiMmequraa

(HaliMeHYBaHHA BHPOGHAKA KAPCEKOTO 3aco0y, KpaiHa TOXOoeHHNA)

Brezeno B Yxpainy ToBaprcTBO 3 00Mexenoio BinmoBinansaicTio "MEJITEK ®APM",
inenr. kox: 43268998
(HaliMeHyBaHHA Ta ko[ 2a €JIPIIOY lopHruIHOi ocobH abo mpi3zpHME, iM'A, Io0 GaThkoRi dizAaHOI
ocobH - mianpHemnd, 1i Miclie TPOXKHBAHHA Ta peccTpanifinyi HoMep O0GNiKORO] KAPTKH IIIATHHKA
IOJATKIB a0 cepid Ta HOMEp TacHopTa)

IpoTokoen Bizsyannaoroe xeaTpomo eix 29.11.2023 N 3800/4.

3a pe3VIRTATAMH JEPXABHOIO KOHTPONIO BCTAHOBICHO, IO JOKAPCHKHE 3aci6 BeeseHo B YKpainy 3
JAOTPHMAHHAM EHMOT 3aKOHOJABCTBA MO0 3a0e3NedcHAA AKOCTI MKapchKAX 3acobiB.
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Miaxrimasean AvAKCa, HoHueHmpam dns poavwury & ingnyaia, 6 ma/amn no § sn y drawoni; no 1

KOHUEHTPET I POIWMHY ANA iHdy3R / concentrate for solution for infusion

no 5wy dinakoHi; no 1 nakoHy B XapToHHIA kopobLj / 5 mi in viel; 1 vialin

Firapcaiuil 38ciG:
Drug product: GARAKOHY € KepmaHMT ropobul
Paciitaxsl Amaxa, concentrate for solution for infusion, 6 mg/md, 5mi in vial; 1 vial in carton box
Ahoua pevoauna: Aencrimaancan (1 Mn roHusHmpamy Micrmume § s mnaimancerty)
Active ingradient: Paciitaxel (1 mi concentrate containa 8 myg paciitaxal}
Homep cepid / Batch number  AQ220208
Bams eupobuuymea / Date of Menufactuning 11.07.2022
Fama saxdnvernin crmpony npudarmvocrrd / Expiry date 07/2025
Poamip cepif / Batoh size 501 ynavomoK/packs
Nhapessa chopma | Dosage form.
Cuna ¥ asenuanicrnn | Strength/potency: & mr naknirakceny / & mg of paclitaxei
Pazamip Ta TMN naky BanHA | Peckaege size and fype.
carfor bax
Peccmpau/ine noceidvenia No/ Marketing Authorization No.  UA/15145/01/01

Bupobau, Npalisa / Manutacturer, counliy AxBina MmEX, Himerumia / Agvida GmbH, Germany
Tloxazruxu sxocmi Honycmumi sopsu (Requirements} Memodu KoHmpomo Pesynemamu (Resuits)
{Tests) {Quality methods)
Onuc Mpo20pwil XOBTYEATHIA B'A3KNA POMUH BiayaneHo Bianoeigae
Appearance Clear yollowish viscous solution Visual Complies
KoneoposleTe =Y €ap.d. 2.2.2 Blanoeigae
Color Ph.Eur. 2.2.2 Complies
MposopicTs Mpoaopnid €ep.d. 2.21 Bignosiaae
Clarity Clear Ph.Eur. 2.2.1 Complies
MexaHiuni BknioverHna; | BUAKMI YacTkW NPEKTANHO BIACYTHI €ep.®.2.0.20 Bignoslaae
BUANMI YACTKN Ph.Eur. 2.8.20
Particulate Practically free from visible pariicles Complies
contamination: visible
pariicles
Mexaniynl BknovienHn: | & 10 mam: S § GO0 wacmox Ha chnaxoH €sp.d. 2.9.18 49 yacmox Ha RaxoH
HeBUAMMI YACTKH Z 25 s S 600 vacmox Ha ¢hnaxoH Ph.Eur. 2.8.18 A7 yacmox Ha hnaxod
Partictlate 2 10 pmy; s 6 000 particles per vial 49 particles per vial
contamination; sub- 2 25 pm: s 600 particles per vial 51 particlas per vial
visible particles
loeHTudixauln TUWIX, Rf ocHosHol nnAMY BUnpobyBaHoro €ap.d. 2.2.27 Bignosipae
fdentification poauuHy Mae Bignosiaat Rf ocHoBHOT Ph.Eur. 2.2.27 Complies
NAAMA POIMUHY NOPIBHAHHA
TLC. Rf of the main spot of the examination
solution has to comply with Rf of the main
spot of the referance solution
BEPX. 3pasok eignosigae craHaapTy Meroa BupoBHuxa Bignosigae
HPLC. Sampie commplies to stendard ocHoBaHMA HE USP 26 Complies
— s-In-house, based on USP
PH 30-49 //Q;;«‘-“/-' 'EB}%&?}&S 33
» 1191 Ph.Eufs2:3.3
Ob'eM, Lo Maxnivarcen 30 Mr: 2 5,0 MY/ ©/ () Ky MK HEBPI®. 9N 7 Bignoslgae (5.4 mn)
BUTArAETLCA Paciitaxel 30 mg: 2 50 mi % Ph.E“ 2;68. 7 Complies (5.4 mi)
Exfragtable volume = iz |
CynpoBiaHi BOMILLIKIA Bakkatin Ik 0,2 % To) HE BMABNEHO
Relatod substances Bacecalin ill: 0,2 % afm-}@? Not delecied
N-BensoindeHinizoaapunaT HE& BUSBNEHD
N-Benzoyiphenylisaserinestly Not delected
10-geaveTunnaknirakcen; 5 0, HE BUABNEHO
10-dsacelylpaciitaxel: 50,2 % dil Not defected
Liethanomanii Ta isomap (aoMlka A/B)
0.04 %

<07%

Cephalomannine and isomsr (impurity  A/B).
507%

7-Eninaknitaxcen; 5 0.4 %

7-Epipaciifaxel: s 0,4 %

He BUARNEHO
Not detected
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Jiixapctiud 3acib: Maxnimancen AMaxca, xonyeHmpam dnn poawaiy Ana ludysiit 8 se/un no 5 mn y dyascni; no 1
Drug product: chnanory @ sapmoli xopoGul
Paclitaxel Amaxa, concentrate for solution for infusion, & mg/m!, 5mi In vial; 1 vial in carton box
Airoua peyoalsa: Nawrdmencarn (1 st KOHUEHTRITY Micrmiimb 6 se nexgimanceny)
Active ingredient: Paclitexe! (1 miconcentrate containg & mg paciitaxel}
Homep cepl / Batch number  AQ220206
CynposigHi goMiLKn 7-Eni-10-geaystannaknitakcen:; 5 0,4 % BEFX meTon BupoSHa HE BUABAEHO
Related substances 7-Epi-10-deacelylpaciitaxel: < 0,4 % ocHoBarmiA Ha USP 26 Not detectad
Byab-AKa HelaenmdlkosaHa gomiwka: s 0,1 % | HPLC In-house basedon | 0,05 9
Every other single impurity: 0,1 % USP 28
Cyma gomiwok: S 1,2 % 0.09%
Total impurities: £ 1,2 %
KinbkicHe BUIHAYEHHA 5,7 =63 mrimn MeTop anpobHuka 6.1 mrfman
naknirakcany (BEPX}) 95,0 ~ 105,0 % Bla 2aneneHoO! KINBKOCTI ocHoeanwii Ha USP 28 | 101.1 %
Assay of paciitaxel 5,7 — 8,3 mg/mi in-housa based on 6.1 mg/ml
{HPLC) 95,0 — 105.0 % of labeled amount USP 26 101.1
KinekicHe BazHadeHHa | 3564 — 435,6 mr/imn cep.P. 2.2.28 393.5 mrimn
etanony GeaeogHoro 80,0 — 110,0 % eij saneneHol KinbkecTi Ph.Eur. 2.2.28 98.7 %
Assay ethanof 3564 — 435,6 mg/m! 393.5 mgimi
anhydrous 90,0 = 110.0 % of labeled amount 99.7 %
Boga £30% €pp.0d, 2512 0.20 %
Water Ph.Eur, 2.5.12
CTepunLHICTL C-repnnbamﬁ €ep., 2.6.1 Bignoslaae
Steriiity Sterile Ph.Eur, 2.6.1 Complies
BakrepiansHi < 0,67 EO/Mr naknitakceny €ep.®. 2.8.14 Bianosigae
©HAOTOKCHHM < 0,67 EU/mg padiifexel Ph.Eur. 2.6.14 Compiies
Bacierial endoloxins
BucHoao: in Ne AQZ220206 eignosiaae eumoram MKR, peectpalliine nocaiguenHs Na UAM 51450101

Conclusion: Batch No. AQ220206 complies with raquirements to AND, marketing authorization Ne UA/M5145/01/01
FHaimeHyaoti, memMmWﬂmym GWP Qirarny 3 aupoliiLimes, we sionosidas Ja

Eloase
ArBide FaliX (AgVida GmbH)
Kaikep-Bimsansm-Liimp, 89, 20355 MNamBypa, Hivewsisa (Kaisar-Witheim-Str. 59, 20356 Hamburg, Germany}

Jliyevin Ha aupobigmes (Manufacturing license) Ne DE_FHH Of MA 2019 0008
GMP Coprichicam {GMP Certificate) NeDE_HH_01_GMP_2021_0602

Texnonoain aupobHLLIMEs, WmmmmmmdemmMmmWw
pOzuLy Onm irdby3i, 6 MM 110 5 MIT Y GUTaNOHI; 10 T GhRBROHY 8 KapMonHidl ropobiul eidnoeidae aumozam GMP.

Manufacturing process, quality control and releass of the batch No. AQ220206 of the product Paclitaxel Amaxa, concentrate for solution for
infusion, 8 mgdl, 5 mi in vial; 1 vial in carlon box complies with GMP standeards.

Sange npo coprnxhixauio: Jaru 5 ridmeapryio, LD HISe0aHS auiLp iHOrMBLIR & QOGMOGIRHII § ICHHOF.
Jiana Capint SLSOMOANBHS [SKIFOMAIONU YTIEKDEKWMADKYSEHHR), copmudbivoaana | xonmpons F awocmy eusonaHul]l Ha exasanill eue
sW&MeM&W&mWGMP SCTNAHOATIONLIMU MICLIDEUM DESYTTRTIOPHUM OpeaHoM | Y
GIOnNoaiHoCY 3 creuichivalies, e moalmmspemwamw Fhomonan eLpobHAYNEE, yaKoay ma avarisie Oynu
Wmmemm

: { heraby corfirm that the abovemeniicnad j /-,--

These bafch of product is manufactured {inciuding packagr'

manufacturing aroa in full compiiance with the GMP requiremysn

ify.controa‘ is carried out in the abovermentionod
ovily and in eccordance with the specification
and their GMP compliance were confirned.

focated in the registration dossier. Protocols of manufsciuring/

Mpiam.ﬁ KOHTPOIMIKO AKOCT | (ynosteaneHa ocoba)
Head of tbe Queldy Control (authorized person)

. b erwiue @ . Bamd Temme
{signature)
{midnuc)

JDara /date 14.07.2023
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