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HEPKIIKCITY B A VKPAIHM

HEPIKABHA CJIy KBA 3 JEKAPCEKIAX 3ACORBRIB TA KOHTPORD 3A
HAPKOTHKAMI Y KHIBCLKTIT OBJIACTI
npoctiexT Banepis JoGanoseskoro, 51, M. Kuip, 03] 10, Ten/daxc: (044) 275303
E-mail: d]s.ko@d]sgov.ita, Kop €IPTIOY 37078774

BHCHOBOK
PO SIKICTL BBe3eHOrO B Ykpainy MiKapenLKoro 3acoly
01.07.2020 Ne 29137/20/10

3OBIPAK(CT™M
{(Haftyenysanng Tixapeskoro 3acoBy 3rigno 3 peccrpauiiinim MOCBIAYEHH ;TN
O3MHHY st iHdy3iit no 250 MT; S diakonis 3 aiodimizaTom y

KapToHuii ynaxosui s KapToHHIA Kopofni
{bopma BHITYCKY, RO3YBAHNA, BHE nay

Jiodimizar a p

KOHTY D Hii

BARHHS NiKApCEKOro aacofiy)

Hostep peectpaniitioro mocaiguenyy UA/8281/01/01 CTPOx 1if peectpaniitnoro nocriguerg 0] .01.2099

Cepin nixapenkoro sacoby Me WR7TW Kinukicrs spesenoro JiKapekkoro sacoGy 1343
BrpoGrk InaxcoCMiTIC msitn Manydaxtypuur CmA., Itanig
(nafimenysans BHPOOIKA AikapcLkaro 38c06y,

Kpaina NCXOKEH )
Breseno B Ykpaiuy

Tosapuerso 3 00Mexernow BinoBiganLuicTIo "I".rmlccoCMiTKﬂHﬁH
PapmackroTikane Yxpaina", irenr. rog: 35619519

(Hatvenysanns 1a Koy 12 EUPTICY 1opunmunot ocobn abo mp
ocoby - TAnpHennL, i¥ MicLe nposcHparnsg T4 peecTpantiiiniif

 HoMep oGnaikoBoY KApTKY NAATHHKA
nomatxkiB abo cepis ta HOM®D ItacriopTa)

MILHOrO wonTpomo sig 22.06.2020 Ao 1886/6.

i3Bme, inf's, 1o Garekoz; isnynor

[poroxon sisy

3a pesynbTatamMp Hepiaruoro KOHTpOmG BCTaHOBJIt’:HO,

MO nikapeskmif  3aci6  wpeseno B
AOTPHMABHSAM sing

Vkpainy 3
AKOCTI TIKANCLKIY 306D,

Y O 3AKOHOTABCTRA mouo 335331‘[6‘:{6“}151
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CERTHICATE OF QUALITY
CEPTUDIKAT AKOQCTI

Issued by:

Buganmin:

GlaxoSmithKline Manufacturing S.p.A.
FnakcoCmirKimin ManydasrypuHr C.rA,
Strada Provinciale Asolana, 90

Crpaga fMposincians Aconaria, 30

{Loc. San Polo)

Torrile {Parma)

(paiion Can Moso)

Toppine {Mapma)

43056

43056

Italy

lranin

Tel: 0521 526111, Fax: 0521 526116
Ten: 0521 526111, Haue: 0521 526116

Certificate of Quality

Ceprudinar arocr!
Homep peecTpauiiitoro nocsigueHHa;

UA/8281/01/01 Certificate Date/

Registration license number: ,

UA/8281/01/01 Aara ceprudinaty

Tepmin it HeoBmemenut 11-05-2020

Validity period: Unfimitad Page/Crop

1off2

Product: ZOVIRAX™ lyaphillisate for solution for infusion 250 mg in viais N2 5
Mpoayrr: 30BIPAKC™, nlodialsar ANA posukHy ann idyziil ne 250 mr y gnaronax Ne 5
Strength of preparation/Efficiency: Active drug substance: acyclovir: 1 vial contain 250 mg of acyclovir

Cuna aji/ Arusricrs: fiiova pevosuna; ayuinosip; 1 gaakoH mMicTiTo ausiaosipy 250 mr,

Manufacturer name, address: GlaxoSmithkline Manufacturing S.p.A., Strada Pravinciale Asolana 90, {Loc. San Polo) - 43056
Torrile (Parma), Italy

Halimenysantin, micyeznaxomcenna BripoGruKa: Maaxcolmirkaniin Manydarrypunr C.nA, Ctpana lNpositciane Aconara 50,
{pation Can Nono} - 43056 Toppine [Napma}, ltanis

Manufacturing authorization license number ap — 139/2019

Aivjensia wa oupaGunlrao Homep al — 139/2019 -

| hereby certify that the above Information is authentic and accurate. This batch of product has bezn
fabricated/manufactured, including packaging and quality control, at the above-mentioned recognized bullding{s) in full
compliance with the GMP requirements of the local regulatory autherity and with the specifications in the marketing
authorization of the importing country. The batch processing, packaging, and analysis records were reviewed and found to be in
compiiance with GMP,

L1 51 nigveepasicyio, wo Kasenena inbopmatin & CRPasHbOIO [ TONROI0, Cepis npenapaty Gya BUIOTOBAEHA, BIAOYIIOH
NakYBaHHR T3 KOHTPOAL SIKOCT, HAa 3a3HaueHil BUILE BMPOBHUYIA AlNbHMUT B nosHif BIANOBIAHOCTI Ao Bumor Hanemmuol
BRpOGHILOT NpaKTHKM [GMP), BcTaHOBAGHUX MICLEBUM PEIYARTOPHUM BIAOMCTBOM, d TakoMm 8 hoBHil sianosiatoct ne
cnewdirauilt, nepegGavennx y peectpauiiinii pokymenTauji upaiHu-imnoprepa, fJokymeHTalin CrocosHo BUpoBGHUIDrO
fpouecy, naitysanHa i ananisy cepif Gyna nepesipana, | Byn0 BcradoBReHo, Wo BOHa siAnosigae enmoram Hanenuol supoBbausod
npaiThi (GMP).

Product Code: 582398
Hop npoayury: 582398

Batch Numbaer: WEIW Imparting country: Ukraine

Homep cepii: WETW KpaiHa imnioprep: Yipaiva

Batch guantity praduced In total: [Q.ty) Packs 1.343

Hinbkicre npoaykyii e cepii: 1.343 (yn}

Expiry Date: 10-2024 Manufacturing Date: 17-10-2019

Bmntr no; ;1 10-2024 Hara gurotosnennn: 17-10-2019

Description Specification Resuits
NokasHmk Crieyundirauin Pesynbrati
Description White to off-white powder, when diluted with water for injection  Complies

is rapidly formed particle-free solution

fe i 106 by 0005
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Onue

pH of solution
PH posuunny

Colour of Solution
Konsopesicts poatnny

Assay Acyclovir

KisbkicHe ousHauenHs atinosipy

Content Uniformity
CaHopianicrs amicry

Sodium Identity
lagHTubiadia Hatpio

Clarity of Solution
Mpo3opicrs poaumny

ldentity of Acyciovir:
InerTudikauia auunosipy:

by TLC
TLX
by Uy
Y

Water Content mg / vial —each of five
vials
Bmict Boay {B HOMHOMY 3 5 daanoHis)

Sub-Visible particles
Mexaniuni srAloYeHbA: Heenaumi
HACTHIA

Bacterial Endotoxins
bartepiantHi engoTorCHM

Endotoxins, units cn ml
EHAOTOKCHHY, OAMHKLE Ha MA

Endotoxins, units on mg
EHAOTOKCHHM, OAKHMLL Ha M

Sterility Test
CrepunuHicTh

Date of signature
Hata ninnucy
/Signature/ N

77 ;
SMidnuc/ L w;; e

HOHAS o 0

—
Mame, Surname i
Im’'s, Npizewe

Qualified Person
YriosHOBa)KeHa ocoba

Bimit abo Giaynatuii nopowoy, npu PO3BEARHHI BOAOIO na
IH'eRUTT WaHAKD YTBODIOETHCA BIALHMIE Big YacToKk POk

10.7-11.7
10.7-11.7

Not more coloured than Ref. Solution Y
KonsaposicTs supaieta ve Siablwe, wis y etanondoro po3unHy
s

95.0 -105.0 % LC

{equivalent to 237.5 to 262.5mg per viaf}
95.0 ~105.,0 % elg axasanoi kiakkocs!
(237,5 - 262,5 mr/dnawon)

Complies with Ph.Eur.
Bignosiaas sypmoram Eap.hapm.

Complies with Ph.Eur,
Bianosigae sumoram Eap,dapm.

Not more opalescent than Ref. Susp, I
Onanecuenuln #e cunbiiua, ik Y ETaN0HRIR cycnenaii ||

Positive
MoszuTtuBHa
Positive
NeautueHa

Not more than 14 mg / vial
He Ginble 14 mry daaxoni

Complies with Ph.Eur,
Bignosigze sumoram €ap.dapm,

Not more than 4.37
He Binow w1 4.37

Not more than 0,17
He Hinbw Hiw 0,17

Compilies with Ph.Eur.
Binnosiaae sumoram Cap.dapm,

Bianosinae

11.2
11.2

Complies
Bignoginae
100.2
100.2
Compiles
Bignooigae

Complies
Bignosigae

Complies
Bignosigas

Complies
Bigncnigae
Complies
Bignosinae

Complies
Binnosigae

Complies
Blanosigac

<4,00
<4.00

<0.16
<0.16

Complies
Bignosigae

A2 g ‘f f:' r}‘G Lo
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JEPKITKCITYKBA
AEPIKABHA CIIVIKBA 3 JITKAPCBKIX 3ACOBIB TA KOBTPOJIO 3A
HAPKOTUKAMUA Y KUTBCHKINA OBJIACTY

apocnexr Bamepis JoBanoseskoro, 51, M. Kuie, 03110, Ten/thaxe: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHCHOBOK

npo SKICTE BBe3eHoro B Ykpaiay ikapebicoro 3acody

18.11.2019 Mo 74043/19/16

JOBIPAKC™
(maitMeryBarms nikapesxoro 3acofy ariaHo 5 peectpauiiinum nocsiggenrmm)
miopirisaT Ans posduHy Jna indysii mo 250 vr; 5 hraxonin 3 miopinizarom y wowrypui
KAPTOHHIA yHaKkoBUi B KapTonwii xopobni
(dhopma prmyery, nosysanns, BRX nakynarsa nikapceKoro 3acoGy)

Honiep peectpaniiisoro nocsimenns UA/8281/01/01 crpor it peecypanitizoro nocaimgemy: 01.01.2099
Cepis nikapcsroro 3a{06y Ne J37L Kimsxicts BBesenoro mikapeskoro sacofy 2038

Bupo6uux DnaxcoCumitKnaitn Masydaxrypuar C.o A, Itanis
(nafiMeHynanss aapobHHI: nikapesKoro aacofy, kpaina MIOXOMYXEHHA)

Baeseno B Vipaiuy Tonapucrro 3 06mencenoro BimmopizatLEicTIo "TaareoCnmiTi mstin

Papmacsworicanc Yipaina', izeur. xoa: 35619519

{balivenysanmn Ta ko 3a €JPTIOY OpARIIHOT ocobu abo npissdute, iM'a, mo 6aTokoei {(pizurol
OCOGH - miznprenMuy, if Micne npoxubaums Ta peccTpauiinnit HoMep 0GmiKOROT KAPTKH oTHIKA
ToAaTIiR 260 Cepin Ta HOMEp NACIOpPTa)

Hporowon sisyanenoro xonrpomo sig 07.11.2019 M 4209/3,

32 pesymeTaTamu  mepmcasmoro KOHTPO/IO BCTAHOR/IEHO, IO JiKapehKEl 3aci6  mEozeno g Vipalay 3
ACTPHMAHHAM Bumor JaKOHOAABCTBA MONE 3a0esre e LT AKOCTE JTiKapCLKEX 3ac0bis,

3acTyr
Jepanr ,
Ta Koy 333 Y 3y6apepa H. B.
df 1:;- x r
oﬁng}ﬂg . & /
(?i}cai%!a (mimac) i (iminian Ta npisswme) o
‘\\ %';9;« *® %’i} /
\\‘;\\ ‘,,""-@37' - ,ﬁ?@ | '};
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CERTIFICATE OF QUALITY
CEPTUDIKAT AKOCTI

Issued by:

Bupannii:

GlaxoSmithKline Manufacturing S.p.A.
CnaxcaCmitKaaith Manydairypurr C.o.A.
Strada Provinciale Asolana, 90

Crpaga Npoeitcians Aconana, 90

(Loc. 5an Polo]

Torrile {Parma)

{paiton Can Aong)

Toppine (Mapma)

43056

43056

Itaty

Iranis

Tel: 0521 526111, Fax: 6521 526116
Ten.: 0521 526111, dauc: 0521526116

Certificate of Quality.

Cepridli sitocr! -
Homep peectpajiiHoro noCcBiAUeHHA; certificate Datef

UA/8281/01/01

Registration licensa number: .

UAg/SEE!l/Ql/Ol HAarta ceprudikary

Tepmln i HeoBmesenuti 04-11-2019
Page/Crop
1af/2

Product: ZOVIRAX™ lyephillisate for solution for Infusion 250 mg In vials N2 5
Mpoayier: 30BIPAKC™, niodiniaar ANA posunHy ana indyaili no 250 Mry daarkoHax Ne 5
Strangth of preparation/Efficiency: Active drug substance: acyclovir; 1 vial contain 250 mg of acyclovir

Cnna pfifArruenicrs: fliicua pevoswna; aUMKNOBIP; 1 daakoH MicTTe aluknosipy 250 mr.

Manufacturer name, address: GlaxoSmithKline Manufacturing 5.p.A., Strada Provinciale Asolana 90, (Loc. San Polo) - 43056
Torrlle {Parmay, italy

HalimesysaxHn, micuesHaxogmenns BUpOo6HUKa! FnaxeoCmitkariin MaHydartypurr Cn.A., Crpasa Nposikciant Aconakra 90,
{pafioH Can ﬂono} - 43056 Toppine {MTapma), Itaniz

Manufacturing autharization license number aM — 138/2019

Nidensin Ha BUpoBHIYTBO HoMep aM — 139/201¢%

I hereby certify that the above information is authentic and accurate. This batch of product has hean
fabricated/manufactured, including packaging and quality control, at the above-rhentionied recognized building(s} in full
compliance with the GMP requirements of the local regulatory authorlty and with the specifications In the marketing
authorlzation of the importing country, The batch processing, packaging, and analysis records were reviewed and found to be in
compllance with GMP.

Lnm 5 nigrsepmiyio, wo Hasegena InthopmaLtin € cnpasitieoio i TouHeio, Cepin npenapaTy Gyna suroToBneHa, BRAICYAIOM
NARYBRHHA T2 KOHTPOAL AKOCTI, Ha 3a3HaueHd Buwe BUPOBHWYIN AlbHWG & aosHii BlanosinHoCT! A0 BUMOr Hanemmol
BupoBHMYOl npasTin (GMP), BCTaHaBAEHMX MICLUEBMUM PETYARTOPHUM BIZOMCTROM, 2 TakoK 8 roasHiN sianasigroct! ao
cnegvdikauiil, nepegSavenux ¥ peecTpauiitniil aoxymenraui kpalu-imnoprepa. flokymesTauin crocosHo BAPOBHMUUOrG
npeugty, naiysatina | aHanizy cepit Gyna nepesipena, i Sy/10 BCTaHoBAEHO, 1O BOHa BIANOBIA3E BUMOram Hanemrol supoBHuai
npaktvim (GMP).

Product Code: 582398

Kog npopykry; 582398

Batch Number: 1371 importing country: Ukraine
Homep cephi: 1B7L Kpaiva imnoprep: Yupaina
Batch quantity produced in total: {Q.ty) Packs  2.038

Kinbkicre npoaywuii B cepil:  2.028(yn)

Expiry Date: 07-2024 Manufacturing Date: 26-07-2019

Bxtatit go: 1 07-2024 Aara eurotoBaeHHA: 26-07-2019

Description Specification i Results | *
lNokasHur Cneundinauin o F Pedynuraty
Description White-to off-white powder, when diluted with \»Ja'tje‘{ for injection ; d

Complies

Is rapldly formed particle-free solution
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Ofiue Binuii abo Sinyeatuii nopowok, NRY po3BeAEHHI BOATIO gas Bianoslpze
IW'ERLI WBMAKG YTROPIoETECA BB AW 814 43aCTOK BOIUUH

jH of solution 10.7-11.7 5 B

pH posyuny 10.7-11.7 11.1

Colour of Solution Mot more colourad than Ref, Solutlon Ys Complies

Koasoposicty PO3UHHY Konswoposicrs BUpaieHa He Binblie, Hix y eTanoHHoro po3unHy Bignosinas
Y

Assay Acyclovir 95.0~-105.0% I.C 99.3
{equivalent to 237.5 to 262.5mg per vial)

KinukicHe BusHavennn auminosipy 95.0 - 105.0 % sig sKasaHol KinbrocT| 99:3
(237,5-262,5 mr/dnaron)

Content Unifermity Complies with Ph,Fur. Complies

OaklopladicTs BMlcTy Bignosigae sumoram cep.dapm. Bianoslaae

Sodium Identity Compiies with Ph.Eur. Compiles

Inentwdikaiin HaTpiie Binnosiaas svimaram Esp.Papm, Bignoslpae

Clarity of Solution Not more opalescent than Ref, Susp, I Complles

NpogopicTh posurny OnanecueHuls He CUABHIE, KIS v eTa oMK cycriansii il Bianoslnae

Identity of Acyclovir:

EenTudinagia auMKnosipy:

by TLC Pasitive Complies

TWX MNosuTueHa Bignosigae

by LV Positive Complies

Y ILER LR Bignosigae

Water Content mg / vial —each of five Not more than 14 mg / vial Comgplies

vials

BmicT 8o4u (B kowmHOMY-3 5 bnarotis) He Ginbwe 14 mry daaioni Bignosinae

Sub-Visible particlas Complies with Ph.Eur, Complies

Mexanivsl R sroueHHs: HEBYAMMI Bianosinae sumoram €sp.cbapm. Bignoginae

HECTKM

Bacterial Endotoxins

balrepianbHi eHaoTONCHHN

Endotoxins, units on ml Not more than 4.37 <400

EHROTCKCHHY, OAMHMLE Ha Ma He &iasu ving4.37 <4.00

Endotoxins, units on mg Not mora than 0.17 <0.16

EngoToncmng, OAUHALLL Ha mr He Ginbin #ine0.17 <0.16

Sterility Test Complies with Ph.Eur. Complies

CrepuasHicre Bignosigae sumoram Cop.Papm, Bignosigae

Date of signature -

Hata nignvey Q(J {/Uf)f/ ( A 93

/Signature/

/idnuc/

Name, Surname
Ina’s, Npizsnue

Qualified Person
YnoBHasamena ocoba

THOMAS, ¢ k{@?\/d
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