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GlaxeSmilthKline Pharmaceuticals S.A,
ul, Grunwaldzka 189
G0-322 POZNAN

Poland . |CEPTHMOMKAT KAMECTRBA

Aara ceprudurata Homep cepruduiara

' ) R 0000680399
Ter:  +48 G1 860 12 00 Paxe; +48 61 867 5717 il % 6803
CTPORMUG 1 ws 1

Howmep marepuana: 281229

Toprosoe waseanme: JEPMOBEAT™, mask 0,05% rno 2518 TYGe Neti

HoMep perucrpaumoHHOro yaocToBepeHys: UA/1800/01/01

Mpowussonurens: MakcoCmutnakhe dapmaceiotvrans C.A., yn.[pronBansackan, 189, 60-322 [Noavaus, MonbLua,
Homep nponsBogcraeHnoi nuensun: 100/0092/15

Curna peficteunal ANTUBHOCTL:

Aelcrayiollee BeuiecTo: Knobetason:

17 Masu capepiint 0,5 M knoBerasona npoinvoHaTa.

IMpumeyanne:

HacTosimnm yaocTosepsio, 4TO BILLIGYNOMAHYTaA WHCIOPMALIMS NOATMHHA 1 TOMHA.
Cepus ripoaykra Ghina npousBeaeHa, BIIIOHas YNakosKy i KOHTPOMb Ka4ecTea

B MONHOM COOTBETCTBUW ¢ Thebosanusimu GMP nokarikHoro PerynaTtopHoro

oprada u co cneunuiaunamn PerieypallonHoil JokyMeHTaunmMn

MMNOPTIPYIOLLE cTpakbl. [IOKYMEHTEI MO MPOU3BOACTBEHHOMY NMPOLIECey

Cepnu, ynaxoska npoayKra 1 PesyribTaThbl KOHTRORS KAa4ecTRa capui

MICBEPEHbL W HaxXoasITCA B COOTBETCTENN ¢ GMP.

Cepus: HH6N Cpok rogHocTw: 10/2022
Hara npoussoperna: 22/10/2020 Paamep cepuu: 17 520 yn

Onucanne Crieuntpukauun PesyribTarTh
Onuvcanne Oanopoatan Genas nonynpoapayHas Mass, He CooTBeTCTBYET

codemaian HGQMCHEPFMDOBEHHHX HacTuL 1
MOCTONOHHWX BKIHOYEHUN.

MoanuHHocTs knoberasona nponvokara [CooteTcTayeT

CooTBeTCTRYET
bop.epmawe krnoGerasona nponvonara [0.0475 — 0.0575% mim 0,0534
Conepicanie knoBetasona nponveHata (95 - 115% OT 3adBNEHHEr0 KORUUECTEA 107
Macca cofeprunioro He MeHee sasiBnexHHol Macck! (HW oaut ke 10 crnyvaiiHo CoorteeTciByeT

OTOSPAHHBIX TYG HE AOMKEH CONSMKATL MACCy MeHblIe
yKkazsaHHOW Ha aTuKeTke)

MimnopTupyiolwas crpasa: Yipaura
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JEPCIIKCIIYXXBA
HAEPKABHA CIIYIKBA 3 JHKAPCBKHUX 3ACOBIB TA KOBTPOJXO 3A
HAPKOTHKAMH ¥V KHIBCHKIW OBJACTI

npocnext Banepin Jlobawoneskoro, 51, m. Kuis, 03110, ten/dake: (044) 363-06-50
E-mail: dls. ko@dls.gov.ua,htlps://www.dls.gov.ua, Kox €JPTIOY 37078774

BHCHOBOK
npo AKicTs BEe3enoro B Yipainy sikapesroro zacoby

09.12.2020 Ne 66517/20/10

JEPMOBEAT™

(HalimerypaHnA Rikapeekore 3aco6y 3riTHO 3 PEECTPALITNHIT NOCRINYeiIM)
massb 0,05 %, o 25 vy y6i, mo 1 ry6i & kaprouuiit ynaxosui

(dopma gunyCKyY, AO3YBAKKA, BHI TIAKYBaHHS JijKapchroro zacefy)
Howmep peectpauiiinoro nocsimueras UA/1600/01/01 crpox mii pescrpauittnoro mocsiuerss 01.01.2099
Cepis nikapeskoro sacofy Ne FISGIN Kinexicts presenoro mixapesrore sacoby 17520

Bupo6uk DakcoCumitKosin Qapmacsiotuxans C.A., [Tonsma

(nafivenysanan BupoOHuKa ixapesioro 3acofy, kpaina NOXOMDKEHHS )

Breseno B Vipairy Topapuerso 3 ofmesxenorw rimnosizansuictio "Tnakeo CyiTIC sty
DapmackoTikanc Yirpaiua", izenr. vox: 35619519

(nalivenyBsanig ta koy 3a €IPTIOV fopuAHtnoi ocobu abo npissuiie, iM's, no GaTeKoBi (piznuHOT
0¢00H - NLAPHEMIA, Tf MiClle NPOKUBAHA T2 peecTpaiitHull Homep 00nikoBol KapTiu NNaTHUKA
nionaTris abo cepist Ta HoMep nacnopra)

Ipororesn sisyainsrore coutpomo sig 03.12.2020 xe 424572,

3a  pesylsTaTaMH  JIepKaBHOTO KOHTPONIO BCTAHOBNEHO, IO mixapcexnii  3aciG  smeseno B Vipaimy 3
OOTPHMAHHIM BHMOT 32KOHO/ABCTBA (OO 3a8e3NeTeH S IKOCTL TikapchKiX 3acoBis.

- iy,
K P AT

QB TA Koﬁfﬂg 4 \
Lol Y (fv',?*
Sy 1 Onexciit COJTIOJPAN
& o g

AN
nianHe IHILIJTH TA NpisBuE
P




HEPXIIKCITYIKBA
AEPAKABHA CJIY KBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJ[IO 3A
HAPKOTHKAMM ¥ KMiBCBHKIUA OBJIACTI

npocnext Basepis Jlo6aroscekoro, 51, M. Kuir, 03110, ren/dpaxc: (044) 363406-50
E-mail; dls.ko@dls.gov.uva,https://www.dls.gov.ua, Kog €IPTIOV 37078774

BUCHOBOK
PO SKiCTH BBE3eHOr0 B YKPaiHY JikapebKoro 3acody

09.12.2020 Ne 66518/20/10

JEPMOBEMT™

(HafiMeHyBAHHA NKAPCEKOTe 3aC00y 3riNHO 3 PEECTPALLIHHIM TIOCBIAIEHEAM)
masb 0,05 %, mo 25 ry Ty6i, mo 1 Ty6i B xapTonHii ynaxopui’

(b opma BHITYCKY, HO3YBaHHA, BUA MAKYBAHHS NiKApCEKOT0 3ac00y)
Howmep peecrpanidsoro nocsigaenns UA/1600/01/01 crpox aii peecrpanittaoro nocsimaenns 01.01.2099
Cepisn nikapesxoro sacofy Ne HS6P Kinpxicts BBesenoro nikapeskoro sacofy 19200

Bupobmk I'naxcoCwmitKmsita ©apmackrotekans C.A., TTomsma
(naliMeHyBaHHs BHPOOHEKA MiKAPCEKOTO 3aco0y, kpaina noXomKelHs)

Baeseno B Yrpainy Topapuctro 3 oGMexxenoro BigmopinaasnicTIo '"l'aakcoCmiTI nsiiin

DapmaceroTikaac Ykpaiga', inenr. xon: 35619519

{HattMerysanHn Ta kol 3a €EPTIOY 1opunu4H0i 0co0r abo npizeuine, iM'a, no Garskosi (ismaHol

ocofu - mianpuemiy, 1 Micue Mpo:KWBAHHA Ta peecTpauilinuil KoMep o6Mikeno! KapTky IIATHHKE
nofaTkis abo cepis Ta HoOMep TacNOPTa)

Ilpororon sizyanshore kontposmo sig 03.12.2020 Ne 4245/3.

3a pesyibTaTaMH JEDKAaBHOTO KOHTPOJIO BCTAHOBAEHO, INCG Jikapchku# 3acib BBesemo B VipalHy 3

AOTPHMaTH] VESERMOT 32K0OHOAABCTBA MO0 3a6e3TIeTE I SKOCTI MIXKAPChKAX 380018,

"(‘P [ i Omexciit COJIOJIPAM

afﬁoro KOHTPOJIO) ,{mﬂc) (iniuiany Ta npiseuIne)
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GlaxoSmithiKline Pharmaceuticals S.A.
ul, Grunwaldzlka 189

60-322 POZNAN
Paland
[ata ceptudmrata Homep ceprudurara
Ten: +48 61 860 12 00 Pake: +48 61 867 5717 20-14-2020 40090000
CTPAHKLC 1 wus 1

Homep maTepwana: 281229

Toprosoe wassanue: JEPMOBENT™, mass 0,05% no 25 r s TyBe No1

Howmep peructTpaumoHHOro yaocTOBEpeHUus: UA/1600/01/01

Mpouzsogutens: [makcoCmutinaid Gapmaceiotiikana C.A., yn.[ploseancfckan, 189, 60-322 MMoanas, Monbwa.
Homep npouseoacTredHol nuyensun: 100/0092/15

Cuna peicTenal AKTMBHOCTL:

LERCTBYIOLEe BELLECTRO: KNoBeTasnsl,

1 r masu cogepint 0,5 mr knoBeTazona nponuoHara.

MMpumeyaHue:

HacToAiyumM YAOCTOBERSIO, YTO BbILIEYNOMAHYTaS MHMOPMaLWA NOANMHEE K TOYHA.
Cepus npogyrra Guiria nponssefeHa, BKIToYan YNakosky W KOHTPOML kadecTsa

B MOJIHOM COOTBETCTBUM ¢ TpebosanuaMu GMP nokansHore PerynatopHoro

opraHa u co cneludukaunamn PeructpatnoHHol goKyMeHTaLum

UMAopTUpyiolLe cTpaHbl. [okyMeHThl N NPow3BCACTEEHHOMY NPOoLeccy

cepuy, Yriakoska npoaykra U pesynsTaTh! KOHTPONS kavyecTea cepun

npoBepetbl i HAXOARTCSH B cooTBeTCTBUN ¢ GMP.

Cepus: HE56P Cpok rogHocTuH: 10/2022
HAata npouzBoacTea; 22i10/2020 Paamep cepum: 18 200 yn

OnucaHue Creynduranusn Peaynerarbt
OnucaHue OpnHopoaHasa Benaq nofynpoapayHasn mMasb, He CooTeeTtcTRYET

cofepHalias HeLMCTEprMPOBaKHEIX YacTUL U
NOGTOPOHHUX BRAKYEHNH,

MNopnuuHocTe knoBeTaszona nponuoxaTa [CooTEeTCTRYaT CooTtBeTCTBYET
Copepwanye nobGetasona nponucHata [0,0475 — 0.0575% mim 0,0534
ConepiaHmne iobetasona nponuoHata 95 - 115% oT saAsneHHoro konuyecTea 107

Macca cogemxumenro He meHee aasBneHHoN macces! (Hik oakH na 10 cnyvaiido | CooTBeTCTBYET

oToBpakKHbIX TY6 He RoMKeH copepKaTh Maccy MeHbile
YkazdHHON Ha aTUKeTKE)

VimropTupylowas cTpata; YkpauHa
YnonromovgHHoe Anuo
MNognvck
Mmsi_Wioletta Superc
Osoba Wykwalifikewana/ Nata_ 20.11.2020

ualified Person

e  23.M. Lu
Wiolefta ‘;3{; Pl

erczyfiska AN tnentnpluoiaam ¥

Sy 35619519

//L’)}zcw 1564 07 030327

v




et

~ JEPUTIKCITYXKB A '
TEPIKABHA CHVIKBA 3 JIKAPCBEKHMX 3ACOBIB TA KOHTPOJIO 34
HAPKOTHKAMM V KHIBCHKIA OBJACTI

npocuext Barepia JloGanosebkoro, 51, m. Kuis, 03110, Tex/dawe: (044 ) 363-66-50
E-mail: dls ko@adls.gov.uahitps://www.dls.gov.ua, Kon CIIPTIOY 37078774

BUICHOBOK
Xpo sKicTs BBesenoro B Ypainy Jixapebroro sacoby

09.12.2020 Me 66519/20/10

JNEPMOBRHTT™

{Haiiven yBanna Dikapehkoro 3aco8y 3riAH0 3 peceTpartitHun oCBiny eItz
maszk 0,05 %, mo 25 ry ry6i, no 1 ty6i B KapToHuiil yoaKosui

((bopna BUNYCKyY, A03YBAHHS, BHA NAKYBAHHS TKAPCEKONG 3ac06Y)
Homep peecrpautiiinoro noceizuenns UA/1600/01/01 crpox aii peecrpaniitnoro noesizueuns 01.01.2099
Cepin nixapcbxoro sacofy Ne HIEGP KinexicTs BBe3eHoro Jikapebkoro sacoby 19572

BupoGHnk I'naxcoCumiti it Papmacksioriranz C.A., Tlonsina
(naiimenyparing BApoGHuka Jikapeskoro 3acofy, Kpaita NOXOKEHNS)

Breseno B Yipainy Torapuerso 3 obnmereroro simnosinansuicro "naxcoChvitinsiin

@apmackiotikage Yiepaiua', inenr. xon: 35619519

(naitvenysanss Ta ko 32 CAPTIOY wopumtynai ocofin abo Tpisnie, in'a, no Satexoni gisnunof
0cofi - MiLupHesis, i Micle npoxaiRanss Ta peecTpauifiinii Hosep obalxopol KapTry NIaTIMEL
nojarkis afo cepis ra HoMep nacnopra)

Iporoxaon pisyansioro konrposio sig 03.12.2020 Ne 4245/4,

3a pesylpTaraMi  JePiKasHOoro  KOHUTPOJIO  BCTAHOBICHO, MWIO I[i[{']])(:b](llﬁ sacil  mBeEzeHo YK})H-IIH)/ 3

,[iOT[)HMd?K‘Il—mml.BLmor 3AKOHOJIABCTEA MOL0 3a0e3MeUCHH AKOCT] JIKAPCh KIx 3ac006is.
e 1

\frﬁ,qunc} (iniriami Ta npizpinoe)




GlaxoSmithiKline Pharmaceuticals $.A.
ul, Grunwaldzica 189
60-322 POZNAN

Poland CEPTUGMIAT KAUECTBA

Bara ceprrdurata Homep ceprmduiara

24-11-2020 40000681220

Ter; 4881 860 12 POREC: * 7 h717
Verip  +48 81 860 12 00 srare: 48 61 867 5717 CTpaHHLA T

Homep marepuana; 281229 ;

Toproroe naaganve: JEPMOBEWT™, mase 0,05% no 251 8 1yBe Nai

Homep perucTpanuoHilore yAocToRepenns: UAMB00/01/01

MponaseanTens: MmakcoCmuTtnann Papmacklotniana C.A., yi.TpionBanbackas, 189, 60-322 lNoananb, MonbLua,
Howmep nponasogctrennoli nmunensun: 10070082415

Cuna peliereus! AKTURBHOCTL:

AelicTByiolles BelyecTBO: KIoBeTa3on;

11 masn copepxwr 0.5 Mr knoGeTasona nponpoHara.

[MTpnmeuanne:

Hacroamm yAQCToBepsio, MTO ELILSYTOMARY TS MH(DOPMALNS NOANMEHA 1 TOUHS,
Cepus npopyira Beina nporsseaeHa, BKIOHAs yNakoBiy W KOHTPOSb (avecTna

B nOnHom cooraeTeTBun ¢ Tpeboparusmu GMP nokansHoro PerynstopHora

oprana u co cnelnduKkalaMi PerncTpaliieiHol 4oky MeHTaLMu

AMNOPTURYIOLEN CTPAHEL. LLOKYMEHTLI N0 MpoU3BOACTEEHHOMY NPOLECTY

CEPUN, YTIAKOBKA NPOAYKTA W DE3YNbTAThl KOHTPOMNS KAYeCTRA Cepun

NpoBepethl W HEXOHATCA B COOTREeTCTRUY ¢ GMP.

Cepus: HEGP Cpok rogrocTn: 102022

Hava npouaropcraa; 221072020 PasMep cepun: 19 572yn

] Onucanue Crienundrukanms Pesynbtarsi
Onucanve Opnropeanasn Genan nonynpospaqHas mass, He CooTeeTcTByEaT

COReprallan HeguenepruposatHbiX YacTul u
MOCTOPOHHWX BIITIOYEHIAIR.

MNoamanocTs knoferasona nponvenara (CooTaeTeTRyaT CooTpercTayesr
Cdﬂé]ﬁéme knoBerasona nponroHara 0.0475 — 0,0575% m/iv 0,0532 -
Conepuanne knoGerasona nponvorara (95 - 115% oT 3assneHHoro KenmuuecTsa 108

WMacca coneprmoro He meHee sansneHHON Maccsl (Hi oAWK 13 10 criydaiito COOTBGTCTBy@T"

oTolpaHHbIX TYG HE [OMKEH COARDKRATE MACCY MEHbile
YKa3aRHOW Ha STHKETIKE)

MmnopTupylolas crpaHa; YxpauHa

YTonHoMmoueHHOE Mo
Moanucs

Nwvn_ Magdalena Dominiczalk

ST & Osobi Wykowalifiliowana/
R B : Qualified Person Hava_24.11.2020
e ey \ s r*-,v M

Wioletta Supelcaynska
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,H;EP}I{J'HKCHY}KBA
NEPKABHA CIIYHKBA 3 TMIKAPCLKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH ¥V KHIBCHKIH OBJIACTI
npocnext Banepis JlobanorceKoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua hiips://www.dls.gov.ua, Kon CPIICY 37078774

¥

BHCHOBOK
fipo SAKiCTH BBe3eHOTO B ¥Yxpainy JiKapcLKoro 3ac00y

28.12.2020 ‘Ne 70361/20/10

JEPMOBEMT™

(HaitvenyBaHHa TiKapesKoro 3aco6y sriano 3 peccTpatifiHmm [OCBIIUCHHAM)
mask 0,05 %, mo 25 r y Ty6i, no 1 Ty6i B kapTouuili ynakosui

((bopma BHIYCKY, AOIYBAHHA, BU TIAKYBHHS AikapChrOTO 3acoby)
Howmep pecctpaiiinoro nocsimaermns UA/1600/01/01 crpox nii peecTpanifinoro nockireHs 01.01.2099
Cepin sikapcskoro 3acoby Ne JESY KinbxicTs Baesenoro nikapcskoro sacoby 19600

BupobHuk ' TnaxcoCmitiKnain Papmaceiorarans C.A., Tonsma

(HafiMenyBanus BUpOGHUKA Nikapeskoro 2acoby, kpaika FOXORHEHHS)

Beeseno B YrpaiHy Torapucreo 3 o0MemKeH0I0 siznoinanesicrio "T'iakcoCmiTKnanH
@apmaceioTivanc Ypaina', inenr. ko 35619519

(naibvenysanua Ta koj 2a CIPTIOY ropuausHoi ccobu abo npisbuie, im'e, no GaTekoBi QianHOL
ocobu - NianpueMi, i Micue HpOXUBAHHA Ta peectpauifinui HoMep o6nikoBoT KapTIH NIATHAKA
nofaTkis a6 cepis Ta HOMEP NacnopPT2) :

MpoToxon eisyanseoro koatponto six 18.12.2020 N 4507/1.

3a pesynLTATAMM [EpXABHOTO KOHTPOMO BCTAHOBIECHO, ING nikapcekuit 3aci6 Beeseno B YipaiHy 3

ST A T \
BactynugiEsainRERA E ARG VAL Onexciti COJIOIPAU

ROTPHMAHNHIM BUMOT 3aK0HONABCTBA OO 3abe3neueni AKOCTI MiKApChKKX 328C06iB.
o Th KORTRg,
Q‘\_;.‘ e "'sz{?“:}'

(nianyc} {imiuiany Ta riplapuwe)




GiaxoSmilthikiine Pharmaceuticals S.A.
ul. Grunwaldzka 189

Homep marepuana: 281229

60-322 POZNAN
Potand
' Data ceptvéurara Homep cepindunara
Ter: +48 61 860 1200 dakc: +48 61 867 6717 01-12-2020 40000683883
crpaHmUa T w3 1

Toprosoe Hazeanue: JEPMOBENT™, maab 0,05% no 25 r s TyGe Na1
Honmep perucTpaluoHHDNY YOOCTOREPEHNNA] UA/1600/01/01

Howmep nponssogcTaeHsHoR nuueraun: 100/0082/15

Cuna peficTeual AKTUBHOCTDL!
AercTeyiolee BelllecTso: KNobeTason;

1 rwmaan conepxur 0,5 Mr knobeTasona MPONNOHATA.

Mpumedarne:

HacToflwuM YAOCTOBSRAK, YTO BLILEYNOMAHYTAA UHODMALNA NOANNEHE N TOMHA.
Cepua npoaykra Bulna npoussefeHa, BKMoYaa yRakoBry 1 KOHTROMb Ka4ecTBa

B NONHOM cOOTBETCTEMN ¢ TpebosaHnamu GMP nokansHoro PerynaTopHoro

oprada 1 co cneludnkaunamy PervcTpagoHHol Aoy MeHTanmy

NMAOPTUPYIOWedH cTpaHs!. JokyMeHTb! NS NPoMaBoacTREHHOMY npoLecey

cepuy, ynakesra NRoAYKTa W pe3ynkiatht KOHTPOAA KQ4ecTea Ceplili

Mpoussogurtent: [nakcoCmuTKNARY @apmacsiotukans C.A., yn.IpioHeansgekan, 188, 6G-322 MNoaHats, MNonbwa,

npoBepeHsl 1 HaxoasaTes B cooTeeTeTeun ¢ GMP.
Cepun: JF5V Cpok rogHocT!: 1072022
Hara npoussBogcTea: 294102020 Paamep cepum: 19 600 yn
Onucanue Cneundinkauua PezynbraThbl
Onucanye CaHopogHas Genad nonynpospaqHas Mase, He CooTBETCTBYET
CoASpHallan HeANCNeprMposaHHEX HacTuL u
NOCTOPOHHIY BRMOYEHWEA.
MoanurHocTe kKnoBeTazona nponvoxaTa [CooTBETCTRYET CooTBeTCTBYET
Cogemradune knoberasona npoh.moHaTa 0.0475 — 0.0675% m/m 0,0629
Cofepkaqve kroberazona nponuoHara |95 - 115% o7 saABReHHOra KoNuYecTea 1086
Macca cogepm«imoro He menee 3asrneHHol maccst (Hn oaud nz 10 cryyaiiie | CooTBeTcTBYeT

oToBpaHHEIX TYD He SOMKeH COASmXaTRE Maccy MeHblle
YKa3aHHOR Ha STUKETIE)

visnopTupylollas cTpaHa:

Yipaura

VAONHAOMOHREHEE ninuo
NMoanuces

s . Anna Nowaczyi

Dara 01.12,2020

Osoba Wylavalltkowana/

S| ,' aEn g3 i
Vil Ll B 1alificd Person

Wioletta Superezytiska
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MarcoCmiTKnaiH GapMackiotukans C.A.
syn. MpioHsansgcoka 189
60-322 MNoanams,

fonbuga
CEPTU®IKAT AKOCTI
Hara ceprudikarty Homep cepruddikaty
26.02.2021 40000735447
Ten: +48 61 860 12 00 dakc: +48 61 867 5717
cropitka 1 3 1

Homep marepiany: 281229

Haasa: JEPMOBEWT™, masb 0,05% no 25 r y Ty6i Net

Homep peectpauintoro noceiguestisi: UA/1600/01/01

Bupo6uui: MakcoCmitKnaik dapmacsiotukana C.A., syn.IpioHsansacsia, 189, 60-322 MosHab, Monbuja.
Howmep Bupobuuyol nivensii: 100/0092/15

Cwuna giifakTuBHicTb:

filoya pevoruHa: knobetason,

1 rmasi mictuts 0,5 mr knoBetasony nponioHary.

Lium saceinuyio, wo Hasefeka BULLE IHPOPMAaLia e J4OCTOBIPHOIO Ta TeyHolo. Lo cepilo
npogy KTy Byno BUroToBneHo/Bupodnero, BKNIOYaIoUN eTarnu NakyBaHHs/MapkysaHHs Ta
KOHTPQIMIO AKOCTI, Ha 3asHayeHIA(-ux) BuLLe cxXBaneHii(-1ux) BUPOBHUYIN QinbHUL{-s1x) v
NoBHi# BignosigHocTi BUMoram Hanexro! supoBHu4oi npaktuky (GMP), BeTaHoBneHuM
MiCLEBUM PEFYNIATOPHUM OpraHom, Ta cneuundikallism y peecTpalliiHoMy NocaigyeHHi
KkpaiHu-imnopTepa. MpoTokony o6pobiu, nakysaHHa Ta aHanisy cepii Bynu nepesiperi
Ta BU3HaHi TakumMu, Wo BignoeigawTs sumoram GMP,

Cepisi: s1§icN TepwmiH NpUAATHOCTI: 02/2023
Dara Bupobunuraa; 12102/2021 Poawip cepii: 18 880yn
Onuc Cneuudiranin PesyneTarm
Onuc Opropigna Bina HaniBnpo3opa Mass, sika He Binnosigae
MICTUTb HEAWUCNEProBaHi YacTUHKW | CTOPOHHI
BKITHOUEHHS.
CnpaxricTb knobetazony nponiodaty |Bignosinae Binnosigae
BuicTt knoGeTtasony nponioHaTy 0,0475-0,0575% m/m 0,0536
Bumict knoGetazony nponioHaty 95-115% Big 3aaBNeHOl KiNbKOCTI 107
Maca emicTy He meHwe saseneHol macu (kogHa 3 10 BUNagkoBo Bignosigae
BigiGpaHux Ty He NOBUHHA MICTUTH Macy MeHLLE, HK
3a3HAYEHO HAa BTUKETLL)

Kpaika, ara imnopTye: Yrpaina

YnoeHoBaxeHa ocoba
[Mignuc

Bia imeni
Im'st Wioletta Superczynska
Lara 26.02.2021

YnosHoBaxeHa ocoba

Aidnuc/ 02.03.2021
Anna Nowaczyk
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IEPIKIUKCITYKBA
NEPIKABHA CIIVIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHUKAMMT V KMIBCHKIN OBJIACTI

npoctiext Banepis JloGanopenioro, 51, M. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua. Kox €IPTIOV 37078774

BHICHOBOI
Upo SIKiCTHL BBE3eHOro B Yicpainy Jgikapenioro sacoby

01.04.2021 Ne 14104/21/10

JEPMOBEWT™
(naliMeHYBaHHN RikaperKoro 3acoGy arifHo 3 PEECTPALIHHHM TTOCH] MUCHHIM)
mask 0,05 %, mo 25 r y 1y6i, wo 1 Ty6i B xapToHHii YOAK0BI
(hopna BuTTYCKY, NOBYBAHHS, R TAKYBAHHS TIKAPCHKOTO 3aco0y)

Howmep peecrpauiittioro nocsimerns UA/1600/01/01 crpox uii peectpaniitaoro mocsimaerss 01.01.2099
Cepin nikapeskoro sacoby Ne 9U9J Kinskicts Boesenoro dikapeskoro sacoGy 18880

BupoGmk DnaxcoCwmitKitita ®apmacsrorarans C.A., Iompma
(saiiMeny anns BupoBHIEKa JikapesKkoTo 3acoBy, Kpaita MOXOGKEHHA)

Beeaeno B Vipaimy ToBapuerso 3 obmesxenoro pixmosinaaLHicTIO "I'narcoCmitInaiin

Gapmacepioticane Yipaina", igent. rox: 35619519

(maiimerypains ta kox 3a €IPIIOY 1opuaHuHol ocobi aGo npispume, iM'a, o 6aThkosi (hizpaHOT
0co0H - minanpuenms, i MiCLe NPOKUBANIT Ta peecTpart i HOMep 0071iK0BOT KapTKH INaTHHEA
nozatkin abo cepis Ta noMep nacnopra)

Hporoxon pisyansnoro kontpomio six 24.03.2021 M 0847/1.

34 pesynpraraMi  JIEpIKABHOTO  KONTPOIO BCTAHOBJEHO, IO mixapcekuit  3aci6 BezeHo B Vkpalwy 3
AOTPHMAHHIM BuMOT 3aKOHOAABCTBA TIOR0 32083 NSRS TKOCT TiKapChKHX 3ac001B,

3acTymHUK HaYANLHUKA BiUTiTy
Heprxapnoi ciyx6u 3 mkapcbkix 3acobin

% 55 3ybapesa H. B.
Ta KOHTPOJIO 38 HAPKOTHKAMH y KuiBchiiit ; / JhRp
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