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Mepk Liapn i Aoym b.B. ‘

Baappepser 39, 2031 bH Xaapnem, Higepnanan

Ten. +31 235153153 ®akc +3123-5148000 ‘

! CEPTU®DIKAT AKOCTI CEPII NIKAPCBKOTO 3ACOBY

Hassa

Nikapcoka dopma
[o3ayBaHHA
YnakosKa

Homep cepii
Homep cepii in bulk
Homep NpoayKTy
Homep marepiany
Onuc

KinbkicTs y cepil

[Jata supabHuuTea

[lata 3aKiHUEHHA TEPMIHY
npuAaaTHoCT

Kpaina supobuuka in bulk

KpaiHa supobHuka

BupobHuUK, signosiganbHuii 3a
BUNYyCK cepil

Aapeca BUpobHUKa BiANOBIAaNbHOO
3a BUNYCK cepil

|

BAPIBAKC BakuuHa ana npodinakT1ku BiTPAHOI BiCNK HMBa aTeHy"oBsaHa

MopoWwoK Ta PO3HUHHKK ANA cycnewsil AnA iH'ERLIN

No 1 bnaxony 3 nopoukom (1 £03a) B KOMNAeKTi 3 1 GNAKOHOM 3 POUMHHUKOM B

KapTOHHIN KOPOBU.

2015569

0001880563

4979

1047114

BAPIBAKC 0,5M/1 1A03A ®/1AKOH Ta PO3YUHHUK
®/IAKOH YKP

3409 ynakoBOK

08.10.2025

08.10.2027

CnonyueHi Wrtatn Amepukn (CWA)
Hipepnanaw
Mepk Wapn i loym 6.B., Hinepnasan

Baapaepser 39, 2031 bH Xaapaem, HipepnaHau

KpaiHa npu3Ha4YeHHA Ykpaina

PeecTpauiitHe noOCBigYeHHA UA/19665/01/01

Homep Bupo6HHMUOI niLeHsii 108958 F

Homep ceptudikaty GMP NL/H 24/2054285A
I Pe3ynbTaTh aHani3y AKOCTI NiKapCbKOro 3acoby signosiaHo Ao MKA PN NeUA/19665/01/01 'I
" Noka3sHuk Cneuyundikauia Pesynbratn _I
3 XapaKkTepucTuKu NiodinizosaHa, WinbHa KpUCTaniyHa maca 6inoro konsopy | Bignosiaae [
' Yac sigHoBNEHHA Bk 120¢ 5c o !
| pH 6.8-7.2 ' 6.9 -
| R ] e st e SR SRS S IR i
| Bonoricte I $20% 1 0,5%
}__‘_._._—__. =S i e —— e . i
| CrepunbHicTb BiacyTHICTL pocTy Bignosinae |

Inentudikauia Varicella > 90 % 3HMKEHHA TMNOBOTO LlHTOI;;H“lHOTO edexty 3 a Bi,ﬂ_f!OBiA_aE__’ S

rOMONOTIMHOK aHTUCHPOBATHOK

_Iu¢enqii'muﬁ tuTp Varicella

15100-100000 BYO/mn?

28645 BYO/MA - I

Buuaumnit CUpoBaTKOBUH anbBymin < 1 mkr/mn® po— |
CeuoBuHa 5.8- 8.8 Mr/mMn 73 Ml’/MII" - i

| Komermapi: ﬁ_.r‘
=

| @ 1 dosa ye 0,5 mn. 15100-100000 EYO/mn =7550-50000 6Y0/d03y 8id 0.5mn
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bECA G HanoeHeHomy KoumelHepi PO3Paxo8yemscs Ha ocHosi 8UMIpAHO20 piGHA 5CA y ﬁ;!k_fs_u;;rsuéu_ogo_a:'Enabfduo do |
gHympiwHs020 memody (060470259GEN)), Koediyienma poseederta bulk dna HanosHeHwus, i po3gedennn dng uanoaues |
0,5 mn, ane gioHosnenHs 8 0,7 mna el '
Uvm nigTeepaxyio, wo 8uknanexa BUWe iHpopMaUir € AIliCHOK Ta TOYHOIO. AaHa cepis nikapcbKoro 3acoby Bynu '
6upobneHa, BKAOYAOUM NaKyBAaHHA/MApPKYBAHHA Ta KOHTPOAL AKOCTI Ha BUWLE 333HAYEHMX AINBHUUAX Y NOBHIN
BIANOBIAHOCTI 3 BUMOramu GMP, BCTaHOBACHUMMU MicyeBuM PerynaTopHUM OPraHom, a TaKOX 8iAN0BiAHO A0 cneuudikauii
peecTpayiriHoro aocee. MpoTokonu 8MPOBHMUTBE, YNaKoBKK Ta aHaniis 6yan nepernanyTi Ta BCTaHOBAGHO X BiANOBIAHICTDL !

numoram GMP,

' }iéra BUNYCKY cepi H. Pegar

l
Mianuc Jwmamn 3ameepdxcero/ 22.10.2025 [
| YnoerosaxeHa ocoba Ynosxosamena ocoba

Mepk Wapn i loym 6.B.
Xaapnem, Hinepnanam
;niqmmuneuuz N. Axowkepce  /nidnuc/ 22.10.2025

| NMepenipero:  C.Cri6be  Jmidnuc/ 22.10.2025
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[NowkymenT Ne BC -1192, Bepcia 1,0
Mepk Wapn i /loym b.B.,
Baappepser 39, 2031 BH Xaapnem,
HipepnaHan
ten. +31 23-5153153

dakc 31 23-5148000 |

Ceptudirar akocri cepii nikapcbroro 3acoby

Hassa nikapcbkoro 3acoby

Nikapcbka dopma
YnakoBKa

Cepin

Cepin in Bulk
Kinbkictb B cepii

Aata supobHuursa
Tepmin npuaatHoCT
Kpaiva supobHuk in Bulk

KpaiHa sUpoBHUK

BupobHuK BiANOBIAaNbHMUIA 33 BUNYCK
cepii

Appeca Bupo6HUKa BiANOBIAANBHOTO 33
BunycK cepii

KpaiHa npu3Ha4yeHHA
PaeecTpalliiiHe nocsigueHHA

Posunnnuk (2043 Ans IH'EXUiA | AnA BAPIBAKC Bakuuta ans
NPoinaKTMKKY BITPAKOI BiCnyW UBa aTEHYUOBAHA

Po34yMHHUK

1 ¢pnakoH 3 NOPOLIKOM (1 po3a) Ta 1 0AnH pnaxoH 3 PO3UUHHUKOM Y
G naKoHi 8 KapTOHIiA kopobui

2015569 Homep 4517
NOAYKTY o
D2400177 Marepian | 2016682
3409 ynakoBKu Onuc CTEPU/IBHUM
PO3YUHHUK
1/103A ®NIAKOH
i ANTUHS)
14.12.2024

08.10.2027
Cnonyueki LLiTatn AMepuku (CLUA)

Hinpepnanaw
Mepk Wapn i floym B.B., HinepnaHam

Baapgepser 39, 2031 6H Xaapnem, Hinepnanau

YKpaiHa
BiaHocuTbea Ao BAPIBAKC BakuuHa ana npo
MUBa aTeHyHoBaHa

dinakTury BITPAHOI BiCNH

Niuen3ia Ne 108958 F
Ceprudikar sianosiagHocTi GMP NL/H 24/2054285A
-PEE\U!-;TBTH nposeAeHHa aHanisy aKoCTi nikapcubKoro 3acoby y signogignocri po AHA, PN Ne UAHQ_GS-S)M/M

MoKa3HWUKWU KOHTPONO

1

Bumoru AHg

Pe3ynbTaTv aHaniay

®i3nU4Hi BN3CTUBOCTI fpo3opa, GesbapeHa pianna I Rianoeinac
PeYoBUHM, AKI OKUCNIOIOTBCA Bin,nosip.:;. és;rzaiapm.__ o _ - i Bi?u-;n;.;im_" o
“3aAMWOK NicAR BUNApIOBAKHA rerr s <0.001% .-
EnekTponpoBiaHicTb < 25 mkCm/cm 4FMICCM!';;_'_ _ "
CTepUNbHICTD Bianosigae Esp.®apm. Bignosipac =
(iacyTHicTb pocty) o l
MexaHi4YHi BKNIOYEHHA 3 YHK !
| 4acTKM 2 10 MKM < 6000 wacToK/pnakoH < 14HK !




YACTKU 2 25 MKM < 600 yactor/dnakon ' - |
| e — — ——— |
BakTepianbHi eHAOTOKCHHK <0.25 EQ/mn < 0,06 EQ/mn
O6'em, Wo BUTAraeTLCA 0.62-0.83 mn 0,72 mn _'
| — - —i
Komenmapi : |
Ph. Eur.: €sponelicoka ®apmarones |
US: mikpocumerc
EU: 0oduHuub Endomokcunia
Ukm s 3acsiauyio, WwWo HaseaeHa BUwe iHQOPMaLif € AOCTOBIPHOW Ta TOYHOI. Ut cepilo npenapary 6yno '
8upobaeHo (BKAIOYaKYU NakysaHHa/MapkysaHHa) T2 NPOBEAEHO KOHTPOAL AKOCTI HA BUULE3A3HAYEHIN AinbHML v
| nosuif BignoriaHoCT 3 BUMOramu GM P, BCTAHOBNEHMMU MiCLE8UM PETYNATOPHMAM OPTaHOM, 3 TAKOM BIANORIHO
| a0 cneundikauis, wWo MicTaTbes Y peecTpatiiinomy gocee MpoTokoan BUPOGHWUTRA, NAKYBAHHA T3 3HaNiav Byno
] NEPErNAHYTO T2 ACTAHORAEHO BIANGBIAHICTL CMT.
s itk s e e = =
| AaTa sunycky cepii TH. Pepar
| Nianwc | /wmann Samaepoweno/ 22.10.2025 i
1]
YnoBhoOBameHa ocoba | YnosxwoBaxeHa ocoba !
Mepk Wapn i floym 6.B. |
Xaapnem, Hinepnanau pearill
Nidzomoenerno: 1. Awonkepc 22.10.2025 (nidnuc) I
Mepegipeno: C. Cri6be 22.10.2025 (nidnuc) = J
KiHuesa pata: 23 osTHA 2025 1
et aokyment 6yno cdopmosano: 15 rpyaHa 2025 i
Mepesipka pokymenTa -

i KiHueea gara: 23 woBTHA 2025
| 3aBaauHn QC ’ Bepaukr: Nepesipka QC npoiineua
Mepesipka ocrarouxoi konif Ecrep san Poi, QR Officer Pisens 1
L | 23-%087-2025 11:34:33 GMT+0000
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Motek Shaip & Delivra 8 V.
Waonnlorweg 33

2031 BN Hantlam
MSD Tha Nethedands
Tel. +31 235163153

Fax +31 23-5148000

CERTIFICATE of QUALITY of Medicinal Product Batch

Product Name VARIVAX Varicella vaccine live attenuated
Dosage Form Powder and solvent for suspension for injection
Strength
Packaging 1 vial with powder (1 dose) complete with 1 vial with solventin a carton box
Batch Number 2015569 Product Number
Bulk Patch Number 0001880563 Material Number .

!
Batch Quantity 3409 packs _Description |
Manufacturing Date 08-0CT7-2025 |
Expiry Date cano2027 |
Country of Bulk Manufacturer The United States of America (USA) & |
Country of Manufacturer The Metherlands .
Reieasing Site Merck Sharp & Dohme B.V,, The Netherlands
Releasing Site Address Waardenweg 38, 2031 BN Haarlem, The Netherlands
Target Counlry Ukraine
Registration Certificate UAJ19665/01/01
Manufacluring License Number 108258 F
GMP Certificate Number NL/H 24/2054285A

Quality Analysis Results of the Medicinal Productin compliance with MQC of Reg.Cert. UA UA/M9665/01/01
Characteristic Specification Results
Characteristics Lyophilized, white compact crystalline peliet Conforms
Resteration Maximum 120 seconds 5s
pH 68-7.2 6.9
Maizture Maximum 2.0 % 05%
Sterility No microbial growth is observed. Conforms
Varicella Identity Minimum 20 % reduction in typical cytopathic effects (CPE) with Conforms
homologous anfisera
Varicella Infectivity Titration 15100 — 400000 PFU/mL * 28645 PFUIML
Bovine Serum Albumin (BSA) Maximum 1 pg/mL ® ) <=1 pg/ml.
Urea 5.8-8.8 mg/mL 7.3 my/mlL
page: Lof 2
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Istek Shamp & Dot B Y
Waardeweg 39

bt ERATT CL T I

Thee bt

by
Tid, 431 23-5153153
Fax <% 35143000

CERTIFICATE of QUALITY of Medicinal Product Butch

Product Name
Dasage Form
Strength

Packaging

Batch Numbar
Bulk Bateh Number

Catch Quantity
manufacturing Date

Lxviry Date

Countiy of Bulk Manufacturer

VARIVAX Varicella vaccine live altenuated
Povider and solvent far suspension for injection

1 vial vath povecter (1 dose) compiete with 4 vial with solvent in a carten box

20155689 Product Number 4079

0001880563 Material Number 1047114
VARIVAX O SML |
1E0SE VIALADI

3409 packs Descriplicn VIAL UKR

08-OCT-2025

oano/2027

The United States of America (USA)

Couniry of Manufacturer
Releasing SHle
Releasing Site Adrress

The Metherlands
Merck Sharp & Domne BV, The Nethatlands
Waarderwag 39, 2051 BN Haariem, The Natherlands

s arget Country Ukraine
negistrabion Ceitificate UA/196065/07/01
Wanufasturing Licensa Mumber 10858 F
GLEP Certificate Numper NLMH 24720542854
Quality Analysis Results of the Medicinal Product in compliance with MQC of Reg.Cert. UA UAIM19665/01/01 o
Characteristic Specification Results ’is
Comments:

0 1dose is 1.5 mi. 15200 ~ 120000 PRUSE < 7552 - 50060 PRUfGase of 6.5 mil,
b BSA i Fiikeri Container is coiculated basad on measured 3SA level in the bulk (determineduccording te GROA7RD59GEM], balk: diilution fecrer for filiing,
nnd difution due to filliog with 6.5 i bt reconstituting in 0.7 mil.

i nersby eortty that tn= above mformelich is authentc and accurate. This bateh of product has peen manufactured, nchiding packaging ¢

‘abeling and quality continl at the above merlion=d
and vilh the ssecificalions in the Registrabion Do:

be in scinpliunce with 5MP

atory A.thonty
«§ it forn *n

(s i1 Rl compliance vath the GEP requirements of the | o-al Re
‘er. The hatch processirg, packaging and analyeiz records VI 2 TN
a q
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Merck Sharp & Dohmo BV,
Waarderwag 39
e 2031 BN Haarlen
MSD The Natherlands
Tel, +31 235153183
Fax +31 23.5148000
CERTIFICATE of QUALITY of Medicinal Product Batch
Product Name Soivent (water for injections) for VARIVAX Varicella vaccine hve attenualted
Dosage Form Solvant
Strenath
Packaging 1 vial with pewder (1 dose) complete with 1 vial with solvent in & carton bex
Batch Numbser 2015569 Froduct Number 4517 ‘
Bulk Batch Number D2400177 Material Number 2016582
STERILE DILUENT
1DOSE VIAL ALT
Balch Quantity 3409 packs tion (JHS)
Manufacturing Date 14-DEC-2024
Expiry Date 08/10£2027
Country of Bulk Manufacturer The United States of America (USA)
Country of Manufacturer The Netherlands

Releasing Site
Releasing Site Address
Target Country
Registration Cerlificate

Manufacturing License Number

GiAP Certificate Number

Quality Analysis Results

Merck Sharp & Dohme B.V., The Netheriands
Waarderwegq 38, 2031 BN Haarlem, The Netheriands
Ukraine

Related to VARIVAX Varicella vaccine live attenuated
108958 F

NL/H 2412054285A

of the Medicinal Product in compliance with MQC of Reg.Cert. UA UA/19665/01/01

Final Final Dangs 23 0her 200 15

Piis deemment was genenied on 15 Dec 202 A

Characteristic Specification Results
Characteristics Clear, coloriess liquid Conforms
Oxidizable Substances Gonforms to Fh. Eur. Conforms
Residue on Evaporation Maximum 0.004 % <0.001 %
Particulate Matter
partictes 210 pm Maximum 6000 particlesivial 3 ppv
particles 225 ym Maximum 600 particlesivial <1ppv
Conductivity Maximum 25 pSlem 4 uSicm
Sterility No microbial growth is observed. Conforms
Bacterial Endotoxins < 0,25 EUMmL < 0,06 EU/mL
DeliverableVolume 0.62-083ml 0.72mL
Commenis:
#h. Eur.: European Pharmocopoeia
p5: micro-Siemens
EU; Endotoxin units
Page:10f2
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Wersg Sant & Julung BV

Winanlervaeq 35

R 2031 8M Fanrem
:,t 9 VISD The Mathadand
T Ted. +31 235153153
Fax 431 235145000

CERTIFICATE of QUALITY of Medicinal Product Batch

Product Name Solvent (water for injections) for VARIVAX Varicella vaceine live attenuated

Dosage Farm Solvent

Strength

Packaging 1 wvial with powder (1 dose} complels with 1 vial with solvent in a cartan bax

Baien Number 2015569 Product Number _'_'

Dulk Natch “umbear DRA00177 Matarial Number !

A SS N

i ALT I

Balch Quantty 3409 packs | Description acws —

Fanufacturing Date 14-DEC 2024

Expiry Dale o8roiz027

Country of Bulk Manufucturer The United States of Amsrsa (USA) e

Country of Manufacturer The Nethelands

Releasing Site Merck Sharp & Dofvme BV The Netherlands

Releasing Site Address Waardenvag 39. 2031 BN Hzariem, The Nelheriands

Target Country Ukraine

Registration Cerlificate Related to VARIVAX Varicelia vaccine live attenuated

Manufacturing License Number 108958 F

GMP Certificate Number NL/H 24120542854

Quality Analysis Results of the Medicinal Product in compliance with MQC of Reg.Cert. UA UA/19665/01/01 3
.. Characteristic Specification Results

| hereby certily that the above nformation is authentic and accurate. This baich of prodict has been manufaclured, including sacn.':,;
Iabeling and quality control al the abave mentioned site(s) in full compliznce wath the GMP requirements of the Lozal Regutatory Autherity

and with the specifications in the Registration Dossier. The bateh processing, packagicy and analysis records ware ievisvied and fagmd 1o
be in compliance with G,

Date of Bateh Release

: APPROVED

Sighoture 2 ? {‘:'{.r 2[]25

uglified Persor, N Howat, Mas
Sl ot Caauwed Pesen
Mercx. Sha & Dohme 8 Y
Haatiem. Tre Netreriangs

Bage: 20l 2
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Document Verifications
Final Date: 23 Oct 2025

—
lQC Task
‘erdict: Passed QC Check

=

Esther van Rooy, QR Officer Level |
Final Copy Verification
23-Oct-2025 11:34:33 GMT+0000
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Final, Final Date: 23 Oct 2025

‘This dovument was genessted on 15 Dec 2025




TRIAL MODE -3 vahd hcense vall remove this message See the keywords praperty of this POF for more information

JIEPKABHA CJIYKBA 3 JIIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBHKIN OBJIACTI

npos. Ceirinunoi Hapuii, 3, m.Kuis, 02099, ren/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Npo BiAMOBiAHICTL MeAHYHOI0 iMYHO00i0/10TIMHOI0 IpenapaTy BUMOram
JAePKABHHUX i MDKHAPOHUX CTAHAAPTIB

27.02.2026 Ne 67547/26/10

BAPIBAKC BAKLIMHA U151 TIPO®LIAKTUKH BITPSIHOI BICIIH JKUBA
ATEHY HOBAHA

(naitmenysatna MIBIT 3rias0 3 peectpauiiinnm nocsiauen M)
MOPOILOK TA PO3UHHHHK VIS cycnensii aas in’exuiii, 1 ¢paaxkon 3 nopomkom (1 103a) B
koMmiiexTi 3 1 ¢uiakonom 3 pozunnunkom (Boja juis in’ekuiil) B kaprouniii kopodui
(dhopma sunycky, fo3ysanns, s nakysanns MIbIT)

Homep pecerpauiitnoro nocsinuenns UA/19665/01/01 crpox aii pecerpauiitnoro nocsiguenns 29.09.2027

Cepis MIBIT Ne Z015569 Kiibkicts Besenoro Mibil 103
Bupobuuk Mepk Llapii i Jloym b.B., Higepaauu
(naiivesysansa supodumka MIbIL, wpaina noxorpkennal
Bucnosox srjano Cninbne yKpaiHcbK0-eCTOHCbKE NiANPHEMCTBO Y popMmi TOBapucTBa
3 oOmesxenomo Binnosizaasnictio "Onrima-®apm, JITA", inenrt. xou:
21642228

(nalimenyBasHA Ta ko 3a €/IPIIOY wopumanoi ocobn abo npizsumte, iM'a, o Harskoni izwunol
oco0u - mizmpHemis, i Micue NPOAMBAHHA Ta peecTpauifinuii HoMep 06/1iKOBOT KapTKH MIaTHAKA
nozarxis abo cepis Ta HoMep nacriopra®)

ITporokos Bisyaannoro konrpoaw nin 06.01.2026 Ne 1/67/3.
JlaGoparopuwii anauis skocri MIBIT saiiicne nmii:

JlaGoparopis dapmauesrnunoro ananzy Al " depxasunii excneprimii uentp Minicrepersa
oxoponu 3uopos's Yipainu" (03057, m. Kuis, syi1. Anroua llenika, 14;)

(HAHMEHY BAHNHA T2 MICUCIHAXO0 LKEHHA N1a00paTopil, mo nporena naGopaTopuui aHa 3 axocer)

BucHosox 1010 sxocti MIBIT, Bujanuii naGoparopicio sin 25.02.2026 Ne Ne26/0061

PesynwraTu naGoparoproro ananisy skocri MIBIT 3a nepesipennmy nokasnukamu BIAMOBIIA0OTE numoranm merosiin
KOHTPOII10 #KOCTI (AHANITHYHO-HOPMATHBHOT JIOKYMEHTALLT).

3a pesy/bTaTami ICPKABHOIO KOHTPOIIO BeTaHoBicHO, wo MIBIT BIATIOBIJIAIOTD BMOraMm 3akoHOMABCTEA 100
3abeaneuenna sxocri MIBIL
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*Jlns isuunnx ociG, Axi uepes cpoi peniriiini NepeKOHANHA BUIMOBIINCH Bl IPHIHATTH PECCTPALLIHHOIND §
KapTKH [UIATHHKD TIO/IATKIB, NOBIAOMIIN 1IPO 1IC BNOBI ANt opran J10X0/1is i 360piB Ta MAIOTH BAMITKY B
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