JTEPYKIIIKCITY KBA
TMEPKABHA CJIVIKBA 3 JIKAPCHKHIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHIPOIETPOBCHKIN OBJIACTI

Huinpo, m.CobopHa,4, k. 601-603, 49005, Tem. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua. Kox ENPIIOY 37070665

BHCHOBOK
npo AKicTh BBe3eHOro B YKpaiHy JikapcbKoro sacoly
27.07.2021 Ne 43350/21/04
DEMAPA®

(HaliMEHyBaHHS TKAPCEKOro 3acofy 3rifHO 3 peccTpariHimiM NOCBITIeHHAM)
ra6/IeTKH, BKPHTI ILTiBKOB0I0 060/0HK010, 10 2,5 Mr mo 10 Tabaerox y oaicrepi; o 3
faicTepn y KapToHHii KopoOmi

(Qopma BHITYCKY, X03YBEHHS, BHI NAKYBaHHA Nikapcekoro 3acoly)

Howmep peectpanifioro moceizuerms UA/2721/01/01 erpox aif peectpaniiizoro nocaiagetss 01.01.2099

Cepis mixapeskoro 3acoGy Ne SAKK3 KimexicTs Beesenoro Jikaperxoro zacofy 1200
Bupo6HuK Hogapric ®apma llreiin AT, ITIseiinapis
(waitMeHypanus Bupo6HIKa Nikapebkoro 3aco0y, kpaina TIOXOIDKESHHS)
Beesero B Vipaiay TosapHcTEO 3 06Mekeno sigmosizanpaicTio "ba/IM", inenr. xox:
31816235

(uativerysanHs Ta koj 3a EJPTIOY roprmraHoi ocobx aGo npissume, im'a, 1o GaTEKoBi
disuunol ocobu - mianpremi, 1l MicHe NpOXUBANKA T2 pecerpanifiuuii Homep obnixoBol
KAPTKH NAATHHKA TOKATKIB 260 cepid Ta HOMep NacTopTa)

IIpoTokon Bisyaasroro KoaTpoo six 26.07.2021 X 03-01/2438/4.

3a pe3YNBTATAMH [IPABHOTO KOHIDONIO BCTAHOBNEHO, IO JHKAPCHKuit 3aci6 BBEseHO B YipaiHy 3
OOTPHMAHHSAM BUMOT 3aKOHOAABCTBA MO0 3a0e3NeueHH AKOCT] JKAPCHKIX 3acobis.

B.o. HawansauKa JepxaBHoi ciryk0H 3
nikapcekux 3acobiB Ta KOHTPOJIO 38 -

HApKOTHKAMH ¥ J{HIIpoIeTpOBCHKiH €rop BOJIKOB
obnacti
(nocanosa oco, bix uk,(«'{if-mﬂc)' (iniuienu Ta npissmme)

Ceitnana Bouapuikosa +38(066)345-41-71



hopma: Bepcis:

é‘) N OV A RT I S Ceprudbikar cepii (N3 709161,300315-0182.4

BuaaHo:
HoeapTic ®apma LTein AC
Haddxaycepwrpacce, 4332 Wrein Lsefuapia

CEPTU®IKAT BIANMOBIAHOCTI CEPII

Toprosa Hasea Jlikapckkoro 3acoby:

DEMAPA®
PeccTpauiiiHe noceinyeHHs Ne. Ne matepiany V'J13; Kpalda imnoprep:
UA/2721/01/01 709161 YkpaiHa

HricHuil Ta KinLKicHWA crraz:

JleTpo3on 2,5 mr

! Nikapcbka hopMa:

TatneTkn, BKpUTI NNIBKOBOIO 0GONOHKOK Mo 2,5 Mr

Bug i po3Mip YynakoBKU: . 5

Mo 10 TabGneTok y 6nicTepi; no 3 6nictepu y kopobui

Ne cepii Ha ynakopui: BryTpiwnin Ne cepil: . BunyuweHa xinkkicTb (yn):
SAKK3 SAKK3 8524
HDara BupoGHuUTRA; CTPOK NpuBAaTHOCT] Ha ynakosUi:
26-K0OB-2020 09.2025
Burnyck cepii. Anpeca: .
HoeapTic ®apma LWiTeitH Al Lacpcpxaycepwtpacce, 4332 Lireitn,
Wsenyapin
Bupo6Huya niyensis Ne; | 511620-102636149 1

CropiHka 134




) NOVARTIS

dopma: Bepcia:

CepTuthikar cepii [N3 708161.300316-01824
Bupano:

Hopaprtic ®apma Lvein AC

Waddxaycepwrpacee, 4332 Lireiid Weeklapia

Bupobumureo Hepo3hacoBaHOTO NPORYKTY:

Anpeca:

Hogapric ®@apma Liltenn Al

Waddxaycepwrpacce, 4332 LiTeliH,
LWeenuapin

lNepBUHHE NaKyBaHHAA:

Appeca:

Hosaptic ®apma Wreitn Al

Wadpxayceputpacce, 4332 Wrein,
UBeiuapia

BTopuHHE NakyBaHHs:

Appeca:

HoapTic ®apma Wreitn Al

Waddxaycepwrtpacce, 4332 WreiH,
Lseiuapis

KomeHTapi;
- Nig vac svpoBHULITEA Ta NakyBaHHA He Byno BUABNEHO BigXuiieHb, Wo
MOINW BRITMHYTU Ha BUNYCK NPOAYKTY
) Mig Yac BupoGHULTEA Ta NaKyBaHHA BYR0 BUABNSHO HacTyNHI BigXUNeHHs,
AVEB. HbKMe (HoMepi peecTpallil BigXuneHb B eNeKTPOHHINA cucTemi):
BigxuneHus Ne (AQWA): He sacTocoBHO

NMonoxeHHsA Npo cepTutbikauho:

Lium s 3aceiguyio, 140 HaBeaeHa BULLES iHopMmalia € gocTosipHoIO Ta TowHow, Ll cepito npogykuil Byno supobneto,
BXMIOHHO 3 NaKyBaHHAM/ MAPKYBaHHAM KOHTPOMEM AKOCTI Ha BULL@3asHaqeHIA(vx) AneHWLI(AX) ¥ NOBHIN signoeigHOCTI
a sumoramy GMP micueBux perynsTOpHWX OpraHis, a Takox Bignosigno Ao cneyudikaliit y peecTpauiiiHomy focke |

1. KpaiHu-imnopTepa, abo y Aocke cneuudixauiii Ha npenapar Ana JocnipKyeaHoro nikapcbkoro sacoby. Mpotokonu

BUpoBHHULTEA, NAKYBaHHA TA aHanisie 6yno nepernanyTo Ta BeTaHosneHa ix eipnopigricts GMP,

Darta BUnycky cepii:

03-NM0T-2021

Bunyck cepii 3arBepgxeHo:

YnoeHoBaxeHa Ocoba

Marc Amrein

ITianuc: 1':
I

<grekmpoHEUl nidnue: 11.02.2021 14:55;24 +01'00">

Cropiika 234




() NOVARTIS

Qopma: Bepcin:

Cepradhikar cepli ITI3 709161.300315-0182.4
Bugano:

HogaprTic dapma Wreiin Al

Wadpxaycepurrpacce, 4332 Wheitn LUsehuapin

CEPTUDIKAT AHANI3Y

Nikapebxuin 3aciod:

GEMAPA® vabnetiy, BKputl nniBkoeoo 0GONCHKOH no 2,5 Mr

No cepi‘l' Ha ynakosui:  No matepiany  Ne cepiiin bulk:  [ara empoSHuuTea: CTpok
in bulk: NnpUAATHOCTI:
SAKK3 859417 SYT53 26-KOB-2020 09.2025
TecT i Bumory ;  Pesynwraru
Onuc
SoBHILKIA  BUrMAg, wWwnaxoM | TeMHOSKOBTOrO KonbOpy, KpYITi, 3nerka asoskosunykni | BiAnosiaae
BisyanbHoro ornsay TAONEeTKN, BKpWUTI nniekoeold oBONOHKOK, 38i CKOWEHNMKW
kpasmi, OfHa CTOPOHA Mas MapkyBaHHg «FVy, iHwa «CGy
Riametp: 6,1 - 6,3 MM 6,1 Mm
TolmHa: 2,9 - 3,4 Mmm 3.1 MM
lnenTudpikanis
laenTchikaLyia meTogom TLLX: Bignosigae crangapty Bianosigae
TNevposon
lneHTndpikania mevogom BEPX: | Bignoeigae crangapry Bianosigae
IleTposon
XapaKkTepucTukn
Cepefna maca 89-109 mr 103 mr
BnacTueocTi
PosunHenns uepes 30 xewnun | He menwe 80 % (sHauewns Q) Big sassnexoro ewmicty, | BlAnosigae
meTogom BERPX gignosigHo po  rabnudl kpuTeniie - npuiAHATHOGTI
« Nletposon rapmoHizoeanux €ep. ®apm., Sapw. CLUA i Dapm. Anouil
(piBHi 1, 2 Ta 3)
HJomilkn
CynyTHi fomiti MeToaoM
BEPX no BigHoweHHiO pgo
3asiBfeHoro BMicTy netpozony
Konma cneuvdpivHa
iaeHTUchikoBaHa AOMILLKE:
CGS 20268 He Ginbue 0,3 % 0,06 %
CGS 72744 He Ginbwe 0,2 % <0,05%
KoxkHot Hecnelmdcivnot aomiwky | He Ginewe 0,1 % 0,08 %
byma Hecneungpivnmx gomiwok | He Ginble 0,3 % 0,08 %
0,14 %

Cyma cynyTHIX BOMILLIOK

He 6inbLue 0,8 %

CropiHka 324




dopma: Bepcia:

(‘) N OV A RT I S CeprudinaT cepil I3 709161.30031 ;-“o; ::04

Hoeapric dapma Wrein Al
LWadhpxaycepltpacee, 4332 iiterH seitapis

CEPTU®IKAT AHANI3Y

Jikapcekuii 3acit:

GEMAPA® Tabnetkn, BKpuTi NNIBKOBOKW 0GonoHKkow no 2,5 Mr

Ne cepii Ha.ynakoBli:  Ne matepiany  Ne cepiiin bulk:  [arta BupoGaulrsa: Ctpok
o in bulk: NpUAATHOCT:
SAKK3 359417 SYTSE3 26-KOB-2020 09.2025
| Tecr I Bumoru ' PesynkTati

MikpoGionoridHa unucrora (MeTog NiApaxyHKy Ha Yallkax)

3arankHe uwcno  aepobumx | He Binble 10° KO/ *He TecTyBanoca
MikpoopraHismia®

3arancHe vucnc Aaphkmkoeux i | He Ginbwe 102KYOr *He TecTyBanocs
nnicHaeux rpnbie*

Cneundpiuni Mikpoopranismi; i He Buaensaetbcs B 1T *He TecTyBanoca
Escherichia coli*

KinbkicHe BR3HAYEHHA

OaHopiaHicTs fo3yeanis | Bignosigae sumoram Esp. Gapm., dapm. CLUA i dapm. Snouii | Blanosigae

METOAOM OAHOPIAHOCTI BmicTy
metogom BEPX

KinokicHe BuanaqeHHs merogom | 95,0 % - 105,0 % sig 3ansneHoro BMICTY 98,5 %

BEPX
s Jletposzon

MpumiTicn;

* BunpoBysaHHA npoBogATb Ha 5-TW NOCHIAOBHUX NPOMUCTIOBUX cepisx. AKILO pesynkTaTy BIAROBIGaOTE BUMOTaM, YacToTa
BUnpoByeaHe Moxe GyTh ameHLeHa fo koiHai 101 cepii, LLloHaliMerlie ogHa cepisa NOBUHHA NPOX0QUTH BUNPOGYBAHHA B KOKHOMY
KaneHaapHamMy poll, B AKOMY BUPOGNSHO NPOAYKT.

CropiHka 434




JIEPXKIIKCIIY XBA
NEPKABHA CJIYIKBA 3 JJIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU
VY THINPOIIETPOBCHKIN OBJIACTI

Jluinpo, na.CoBopiia,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dis.dp@dls.gov.ua,htips://www.dls.gov.ua, Kox CAPTIOY 37070665

_ BUCHOBOK
npo sikicrns BBesenoro B Ykpaiuy jgikapcsroro 3acody
07.09.2021 Ne 50516/21/0411
OEMAPA®

(HaitmenyBaing JiKapehkoro 3acofy 3riaNo 3 PeCeTPauiBHIM NOCKIAUCHHIM)
tabIeTKH, BKPHTI JTiBKOBOIO 06010HK0I0, 10 2,5 Mr o 10 Tabaerox y daicrepi; oo 3
GJaicTepH y KapTonHiil kopobud

(hapara BHTYCKY, 103YBalIFs, BILL TAKYBAIMIS AIKAPCLEOTO 33c00y)

" Homep peectpauiitioro nocsimuenna UA/2721/01/01 crpok it peecrpauiitnoro nocaianenna 01.01 2099

Cepis nikapeskoro zacoby Ne SAPD2 Kinkkicts BBesenoro nixapeskoro sacody 800
BHpobHHK Hosapric ®apma Ilteiin Al Llseituapisn
{nalisenypanus supabliuka ikapebkoro sacofy, xpailia NOXOIKEHHS )
Bseseno B Yrpainy TosapueTBo 3 06Mexkeno10 Bixnosixaabnicrio "baJM", inenr. kox:
31816235

(nafimenynanim Ta KO 3a CJIPITOY iopuauiioi ocobu afo npissuuLe, iM's, 110 Darpkoni
(izwiiol ocobu - ninnprenmin, i miclle mpoxupanis T peecTpaitifinth nomep odnixosol
KAPTKM HNATHHKA 001aTKiB 400 Cepis Ta HOMEP 11acIopTa)

[Iporoxoa Bisyantuoroe xowrpomo sia 06.09.2021 N 03-01/2878/33.

3a  pe3yshTATAMH JIPKABHOTO KOHTPOIO BCTAHOBAEHO, LU0 dikapebkui  3acif  mBeseno &  Yipaiuy 3
AOTPUMAHHAM BUMOT 3dKOHOAABCTEA LUOAO jabesneuenns sxocTi nikapebkux 3acobis.

B.o. navanpauka [lepxasuol ciayxbu 3

nixapepkux 3acobiB T KOHTPOIO 3a fﬁ . o e

i a5z NS L crop BOJIKOB
HAPKOTHKAMH JIHilipOIIe TPOBCHKIl -7 f
obnacTti R e

A H T 0 TN ||| IR
(nocanosa ocoBEEPTHTY NCRALRHOI0 KOHTPO:TIO) *(ufanne) (iimais Ta npiisuLLe)
I APTARTY, ORI
s o Ty

Caitnana Bowapnixosa +38(066)345-41-71




Popma: Bepcin:

{' N Ov A RT l S CepTudixat cepit T3 709161,300315-0182.4

Buaano!
HoeapTic ®apma LUTERH Al
WagdxaycepwTpacce, 4332 Wreid LWeeiuapia

CEPTUDIKAT BIJJ,I'IOBIII,HOCTI CEPIi

ToprOBa Ha3Ba I'iucapc:bicoro 3acoby:
PEMAPA®

* Kpaina imnoprep:
709161 YkpaiHa

HKICHHH Ta KIJ'!I::KIGHHH cxna .

Netposon 2,5 mr

| Nikapcbka dpopMass:

Taﬁneﬂcu, BKPUTi NNIBKOBOKD oBonouxoro no 2 5 Mr

Bunywena kinbxicts (yn): -
9429

09.2025
“BUNyCK C cepu R e e “Aapeca. | T
HoeaprTic Qapma I.LITeuH AI‘ - l.I.I*zcba#zxaycemepacce, 4332 U.ITeuH,
LHBGHllapIH
' 541620-102636149

Cropinka1 34




Qopma: Bepcia:

(' * N OV A RT I S Ceprudikat cepii N3 ?09161,30031;-:::::

Hogaptic ®apma LUvend Al
Wadpdxaycepwrpacce, 4332 Wrean Weekuapin

1epo3dacosanol

- Bupos I-IlmTB .

Hoeapric ®apma Lrenn Al ;_ LUacbcbxaycepu.lTpacce, 4332 litenn,
- LiBenyapis

: I.IJacbcbxaycepl.u'rpacce, 4332 LWTenn,
WeeAuapin

Hoeapric tDaplvla LIJ'reuH Al' : Llla(hd)xaycemepacce 4332 I.I.ITeuH,
Weeiuapin

MNig wac eupobHULTBA Ta NakyBaHHA HE OyNo BUABNEHO BIAXWUNEHDb, WO
MOFNW BNAWHYTU Ha BUMNYCK NPOAYKTY

Mig 4ac snpobHUUTBA Ta NakyBaHHA Gyno BUABMEHO HACTYMHI BIOXUNEHHSR,
- AVIB. HWKHe (Homepu peecTpalil BigXUNeHb B eNeKTPOHHIR cucTemi):

eHHs Ne (AQWA): . - He 3acTOCOBHO

l0NOXeHHs Npo. cep'mcblxam_

len A 32CBiAYYI0, L0 HaBeaeHa BuLLe iHdopmallia € JOCToBIPHO Ta TouHOK. Lo cepito npogykuii Gyno enpotneHo,
BKMIOMHO 3 MaKyBaHHAM/MAPKYBaHHAM KOHTPONEM AKOCTI Ha BULLIE3a3HaueHIl(1X) GinbHULI(AX) ¥ NOBHIN BigNOBIAHOCTI
3 eumoramn GMP micueBux perynaTopHuX Opradie, a Takox BIANOBIAHO A0 cneuvdikauin y peecTpauiiHoMy Jocbe
kpalHu-imnopTepa, abo y Aocke cneumdikauii Ha npenapar AnNA AOCAIKYBAHOMO Nikapcbkore 3acoby. Mpotokonu
BUPOGHULTEA, NaKyBaHHA Ta aHanizie Byno NepernsHyToO Ta BCTaHoBNEHa iX aignosigHicTe GMP.

©Bata sunyckycepii: . .
22-N0T-2021

YnoBHoeaxeHa Ocoba Marc Amrein

SeneKmpUHAU mionuc: 25.03.2021 12.47:47 +0100™>

Cropinka 23 4




Popma: Bepcia:

(‘ g N OV A RT ] S Ceprwixar cepii T13  709161.300315-0182.4

Bupano:
HogapTic ®apma WTehH Al
Wapdxaycepwrpacce, 4332 Wredin Weemuapia

CEPTUDIKAT AHATNI3Y

Mixapepkuitaacie: . T T T

GEMAPA® Tabnetxku, BKpUTi NitiekoBok 060N0HKO NOo 2,5 Mr

e

Hara BUpoBHUUTEA;

'NpnaaTHocTi: -
30-K0B-2020 09,2025

' Peaynsrarn.

Onuc

30BHiWHIA  BUrNAR,  WNAXOM TEMHO-KOBTOTO KOMBOPY, KPYFMi, anmerka aBosKoswnykrni DIARCBIAAE
Bi3yanbHoro ornagy TabneTkn, BKPUTI NNiBKoBOK OBGONOHKOI, 31 CKOLLEHWMW
kpasmu. OgHa cTOpoHA Mae MapKyBaHHA «FV», iHwa «CGy»

HiameTp: 6,1 — 6,3 Mm

ToewmHa: 2,9 — 3,4 MM

61 M

3.1 Mm

laeHTudbikauis meTogom TLLX: [ Bignosigae crangapTy E Bianosigae
Netposzon

InenTucbikauin metogom BEPX:  © Bignosigae cranaapTy Bignoeigae

INeTtpoacn f

XapakTepucTiKn

;104M|'

CepegHa Maca _ : 99 - 109 wr

BnactueocTi

PosunHenHs vepes 30 xeunuH  He wmeHlwe 80 % (snauchHs Q) sig 23RBNEHOMO BMICTY, 98 %
meTogom BEPX . BignoeigHo Ao Tabnuui KpuTepiie NPUAHATHOCTI
« NeTpozon . rapmoHisoBakmx €ap. dapm., Gapm. CWA | dapm. SAnoHii

i {pieHi 1, 2 T2 3) '

Aomitxu

CynyTHi  BOMiLLKM METOAOM |
BEPX no BigHoweHHK® A0 |
3adBNeHOrO BMICTY NeTpoaony

Koxnra cneuunthivHa ;
iaeHTUikoBaHa aomiwka;
CGS 20268 !
i ?2.744 i e BT 62% =

| HeGinbwe 0,3% o 0,06%

He Binbwe 0,1 % © 0,08 %

KoxHol HecneuwndivHoT gomiluku
R 52 . - 0,08 %

Cyma necneumdivanx aomiok | He Binbwe 0,3 % :
| He Ginbe 0,8 % 0,14 %

Cyma cynyTHiX goMilo

CropiHka 334




Dopma: Bepcin:

(‘ : N OV A RT I S CepTudikat cepli MN3  708161.300315-0182.4

Bugawo:
HeeapTic Papma WrenH AT
LWadhdxaycepunmpacce, 4332 Lein Weenuapia

CEPTU®DIKAT AHATNI3Y

s rdn s Gt

_Jlikapchkuii 3aci6

.. Crpok.
s H s EXE - . npuaarHocTi:
SAPDZ 859417 _ SYT48 30-XK0OB-2020 09.2025
“Teer Bumorn . " Pesynbratn
Mu(poﬁlonorm Ha YMCTOTa (Me'ro.q nl.qpaxyl-lxy Ha qamkax)
Saranbue uncno  aepoBHUx | He Gmbu.le 108 KYO/r | *He TECTyBa.I'IOCﬂ
Mn(poopramews i i
3arancHe 4vicno ApbkmKOBUX | He Sinbwe 102 KYO!r " *He TectyBanocs
nnlcuﬂaux rpuﬁla !
Cneuucbltml MleOOpI'aHISMH He BUABARETLCA B 1T *He TectyBanocs
Eschench;a co!.r
KIIIbI(ICl'Ie BU3HAMEHHA
O.D.HOPIAHICTb p,oaysaHHﬂ Bi.qnoai,qae sumoram Eep. Gapm., apm, CLUA | apm. Fnonii  Blanosigae
METOAOM OAMOPIOHOCTI  BMICTY -
metogom BEPX :
KinckicHe BuanauenHs metogom 95,0 % - 105,0 % sig 3saseneHoro sMicTy 982 %
BEPX
¢ [Netpoaon
I'IpquTxm

* BHI‘IDOﬁyBaHHﬂ NPOBOASATE HA 5—‘rv| NOCAIZOBHWX Npomhchceux cepisx. Hkwo FE3/rb1EiA BIANOBIGATE BUMOTAM, H4aCTOTa
BUnpoByBaHb Moxe ByTu ameHLIeHa A0 koxHOT 10-1 cepil, LLioHaimeHLwe 08Ha copis NOBUHHA NPOXOAWTY BUNPCEYBAHHA B KOXKHOMY
KaneHaapHoMy poui, B AKOMY BUpoBneHo npoaykr.

CropiHka 4 3 4




JIEPIKJIKCIIYKBA
TEPKABHA CIVIKEA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHA
Y THIOPOIETPOBCHKINA OBJACTI

Huinpo, on.Cobopra.4, k. 601-605, 49005, Ten, (066)3454171
E-mail; dls.dp@dls.gov.ua,hitps://www.dls.gov.ua, Kog EAPIIOY 37070665

BUCHOBOK
PO AKICTh BEE3eHOI'0 B YKpainy JiKkapebKOT0 3aco0y
01.11.2021 Ne 64496/21/04
DPEMAPA®

(maiimeryrarHy nikapeskoro 2acoby arigHo 3 DCCOTPATUHHIM HOCHI ATCHHAM)
TAGJIETKH, BRPHTI IVHBKOBOI0 000J0HK010, 10 2,5 Mr mo 10 Tabxerox y GuicTepi; mo 3
Guicrepn y xapromiii Kopodui

{bopma BEIYCKY, HO3YRAHKS, BEJI IAKYHARAH HIKAPCEKOTO 34e06Y)

Howmep peectpaniimoro mocsimmenns UA/2721/01/01 erpox mif peecrpanitinoro nocsigsenss 01.01.2099

Cepis nixapesroro sacoby Ne SCND4 KimbkicTs BBecHOTO Hikapeskoro sacoby 400
BupoGHAK Horapric ®apma HlIteita AT, Isefinapia
(FatiMeRyBarms BUpOOMIKA NilapCeLKora 38006y, KpalHa HOXOIXEHH)
Brezseno B Yipainy TorapucTBo 3 odMemxeHow Bianosinaisuicrio "BaJdM", inenr. xon:
31816235

(uadiMenysarny Ta koj 3a CIPTIOY topspuuno! ocofn abo mpisnmme, iM's, o aThroni
dispamnol ocofs - migmpremiy, T micne npoxxusars Ta peecrpaniitaiit HoMep obmikonoT
KAPTHE IIATHHEA onaTkin afo copis Ta HOMOp IACTIOPTA)

MpoTokon Bizyansnoro kourpoo six 29,10,2021 Ne 03-01/3638/2.

3a pesynsTaTaMy JepaaBHOIC KOETPOJNIO BCTAHOBIGHO, IO Aikapchiud 3acif mBeseno B Vipainy 3
JOTPHMAHHAM BUMOT 3aK0OHOIABCTEA D00 3a063M8UeHHA AKOCT] IKAPCEKAIX 3800018,

B.o. rauaasanra Jepixarnol coyxbn 3
JKapceKHX 3aco0iB Ta KOHTPOIIO 3a

. Crop BOJIKOB
HapkoTRKam¥ y Jrinponerposchkii
obnacti
{mocanosa ocofa OPraHy TepKaBHOTO KOHTRONIO) 4@’ (ui,mflac) (imiriam Ta nipizemme)

M.IL

B ripom o
CSESG




i opma: Bopcin:

N O VA RT [ S ' Ceprudikat cepil TR3  709161.101220-2694.5
BugaHo: !

Hoaapric $apma Wredn AC
titacbbxaycepwrpacce, 4332 Livedin Waehuapis |

[
E CEPTU®IKAT BID,I'IOBID.HOCTI CEPII
i

Toprons Hages FIKAPCRRorS Badabis T o a s i T TR E
PEMAFPA®

~ |

L

G

| Peccrpauiiite fiocaiatennn Ne Ne mareplany TTi3:. ... . - Kpaixa imnoprep:
; UA/2721/01/01 709161 Ykpaina

| SlkicHii Ta KinbkicHn cknagy
! Nevposon 2,5 Mr

TNikapceka dhopma: TR
Tabnetku, BKpUTI NniskoBoo 06ONOHKOK RO 2,5 Mr

‘Bugipoamipynakoskm: o0 T s e P on N o b SRR |
Mo 10 TaﬁneTou y 61110Tepl no 3 5n|cTepu y uopoﬁul !

BunywieHa kinskicts (yn): |
SCND4 1075

Aata BupoBHuuTBa: .. : o CTPOK NPUAATHOCTI Ha ynakoBui: . |
28-Ci4-2021 I'PY-2025

Bunyckcepil: .. 0 nool el Appecar

Hosapric dJapma Wrenn AI' LI.Iacpcpxaycemepacce 4332 I.UTEHH,
: Weenuapis |

H3IANG: | 511620-102648883

i'
i
i
i
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; ? Topma; Bepcia: |
&F

< OVARTI S Ceprudiicat cepii N3 709161.101220-2894.5 :
N R -t

; HoBapric ®apma LiTens AT
Waddxaycepwrpacce, 4332 Wreiin Lsenuapia h

. BupoBuuTBO HeposhacosaHoro npoaykTy: Ampeca: !
[
. Hogapric ®apma WTenH Al Wadphpxaycepwrpacce, 4332 UlrtenH, :
lliBenuapin
| lMepeuHHe NakyBaHHs: T Anpeca: _ g
' Hosapric ®apma Wrenn Al Wadpcpxaycepwtpacce, 4332 LitenH,
' IUBenyapin
| BropwHHe nakypawma:; ~Aapeca
é Hosaprtic ®apma Ltenn AT Wadpdxaycepwrpacce, 4332 ltenH,
| LUeenuapin
| KomenTapi:
I * MOFNW BAIIMHYTW HA BUMYCK NPOAYKTY :
. Mip wac supobHuuTBa Ta NakyBaHHA BYNO BUABMEHO HACTYNHI BiAXMNEHHSA, '
AUB. HIKYe (Homepu peecTpauii BiAXUWNeHb B ENEKTPOHHIN cucTemi):
Bigxunenns Ne (AQWA):-..: He 3acTocoBHO

MonoxenHsa npo ceptudikaiio: -+

Uwnm 51 3aceiaqyio, Wo HaeeagHa Bulte iHhopmauis € A0CTOBIPHOI Ta TOUHO. Lo cepilo npoaykuil 6yno supobnexo, %

BKNIOYHO 3 NAKYBAHHAM/MAPKYBAHHAM KOHTPONEM RKOCTI Ha BULWE3a3HAYeHIR{MX) AINbHULI(AX) ¥ NOBHIN BIgNOBIAHOCTI

3 BUMoramn GMP MicLieBNX perynaTopHuX opradis, a TakoX BignoBigHO AC cneuudikauii Y PeECTPAUIRHOMY A0ChE f
KkpaiHu-iMnopTepa, abo y gocke cneundikauiil Ha npenapar AnA AOCNIAXKYBAHOTO NiKapcbkore 3acofy. Mpotokonw !
BUPOGHNLTBE, NakyBaKHA Ta aHanisis 6yno NepernsHyTo Ta BCTaHOBNEHa TX BignosignicTs GMP. ,

| Rata Bunycky cepii: :
. 08-nnn-z2021
- Bunyck cepii 3aTBepaXeHo: B IM'5t: , _ ?
YnoesHoBaxeHa Ocoba Amrein Marc i'

<enexmporHul nidnue: 22.07,2021 15:28:59 +02'00"> f

1

|

i

|

3
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* ’ Popma: Bepcin: '
d

N () V A RT l S Ceprucirar cepil 13 ?09161.101222;2:::‘;5: :|

Hoeapric ®apma LWreay Al
Wadchgxaycepwrpacce, 4332 LTehH teekAuapia 5

CEPTUDIKAT AHANI3Y | N

. niKaPCbK“@ acit AL O R S

GEMAPA® TabneTkn, BKPHTI NNIBKOBOK 000ROHKOK no 2,5 Mr
NpUAATHOCTI: f

BT

N., ,ﬁh‘a&“,,.\\»iﬂ; £ m e ’{.'ﬁ. . bulk Tl s o ey
n:bulk:

| SCND4 859417 SALF8 28-C14-2021 rPY-2025 |

Ne:cepii'ha ynakos

Tecy - . _ Bumaru - PeaynuraTy

Onne

3oBHilWHIA  BurnAg,  wnaxoMm . TEMHO-XKOBTOrO  KOMBOPY, KPyrmi, 3nerka Asoskoewnykni  Bignosigae
BisyanbHoro ornsgy TabneTkn, BKPMTI NNIBKOBOK OGONOHKOIO, 3i CKOLWEHWMI KpasiMu,
OfaHa cropoHa Mae MapkyBaHHs «FV», iHwa «CG»

lNiameTp: 6,1 = 6,3 MM - 6.1.MM
ToswmHa: 2,9 - 3,4 MN.I. - - 3.2 MM
_ laeHTrgixauin .
b IgenTudhikauin meTogom TWIX: - Bignosinae c*raH.qabTy Bianceinae
NeTposon

ineHTndiikauin metoaom BEPX: - Bignosigae cTaHaapTy Bignoeigac :
Netpoaon

_Xapalcrepm'ruuu o
CepeaHs maca 99 - 109 mr 104 mr :

BnactusocTi ;

. Posunnerns vepes 30 xeunun He meHwe 80 % (s3HaveHHa Q} Bia 3aneneHoro emicty, 97 %
[ mMeTonoM BEPX " BianosiaHo A0 Tabnuui KPUTEPITE NPURHATHOCTI FAPMOHIZ0BAHWMX -
| « flevposon €ep. Papm., ®apm, CLUA | Qapm. Anowil (pisni 1, 2 Ta 3) '

| Pomiwkn

CynyTHi  aoMiLLIKK METOAOM | : !
BEPX no sigHowenHw go - ' F
3anBneHoro BMmicTy neTposony i

KoxHa cneyndidHa
iAeHTUMDIKoBaHA AoMILIKA: j

CGS 20268 ?He smbme{}a% e o 0% I
CGS 72744 He 6inbwe 0,2 % < 0,05 %

TR M e e ¢ -

Koxroi HecneundivHot gomiwky  He Ginswe 0,1 % 0,08 %

Cyma HecneludidHUX A0MILIOK : He Ginbwe 0,3 % - 0,08%
0,14 %

Cyma cynyTHIX AOMILOK  He Ginbwe 0,8 %
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dopma: Bepcin:

‘ {' ; N Ov A RT l S CeprudikaT cepil (N3 709161101223::39:::

HosapTic ®apma WreiH Al |
(Wathdxayceputpacce, 4332 LWiTeiid Weekuapis

a

CEPTUDIKAT AHAIN3Y

Mikapehkini saci6; L L 1
DEMAPA® Tabnetxn, Blcpwrl NNiBKOBCK 0GOAOHKOK NO 2,5 Mr L'
- Ne: cepu\_aa ynauoaui Ns: MaTepiany : Rara supoBhuyrea: =~ Crpok E
E - w N bulk ;- U e e n : np“naruocﬁ: |'.
SCND4 859417 SALF8 28-CI4-2021 rpYy-2025 |

474 PEIyALTATH

MixpoGionoriyna wncToTa {meToa nrp.paxyHKy Ha qal.ukax)

3aransHe  9Wcno aepoSan He 6|nbu.|e 103 KYOir ' *He Tecrysanocs -
MleOOpFaHISMIB :
3arancHe 4ucno Aplmoanx i He Binswe 102 KYOQ/r *He TecTyeanocs

I'lJ‘IICHFlBHX rpm6|5

Cneundiqhi Mleoopramsmm He BMABNAETLCH B 1 r *He TecTysanocs
Escherichia coli* : :

Kinbkiche BU3HAY@HHA

OaHopigricT JosyeaHHa Bignoeigae sumoram €ep. ®apm., @apm. CLUA | dapm. Anowil  Bianoesigae
MeTOAoM  OAHORIQHOCTI  BMICTY

meToaoM BEPX

KinbkicHe BvaHauyeHHsa mevogoM 95,0 % - 105,0 % eig 3assnenoro BMICTY 98.4 %
BEPX

s [leTpozon

MpumiTn:

* BunpofypanHAa nNposoanTe Ha 5-'m nocniACBHUX NPOMMCNOBKUX CepiAx. AKWO pe3ynsTaTh BiAnoBIgaTe BUMOraM, 4acToTa r
evnpoabyeanb Moxe OyTn ameHwweHa A0 koxnoi 10- cepil, LLioHa#MeHWe paHa cepis NOBUHHA NPOXCANTW BUNpobyBaHHA B KOH(HOM){
KaneHAapHOMY PoU, B AKOMY BUPOBNEHC NDOAYKT.
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JAEPXJIIKCIIVKBA
AEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMU
Y JHINPONIETPOBCHKIN OBJIACTI

Huinpo, mr.CoGopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Koa €ZIPTIOY 37070665

BUCHOBOK
Npo SIKiCTh BB€3€HOT0 B YKpaiHy JIiKapchKOro 3aco0y

18.01.2023 Ne 54162/23/04

DEMAPA®

(naliMenyBaHHs nikapCekOro 3acoby 3riTHO 3 peecTpauiliHUM NOCBiAHEHHSAM)
Ta0JIeTKH, BKPUTI IVIIBKOBOIO 060/10HKO10, 110 2,5 Mr no 10 Ta6.terox y Gicrepi; mo 3
OJticTepH y KapTOHHI# KopoOui

(opma BummycKy, 103yBaHHA, BUA NaKyBaHHs JTiKapchkoro 3acoby)

Homep peectpauitinoro nocsinuenns UA/2721/01/01 crpox aii peectpauiittoro nocsizaenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne TTK77 KinekicTs BBe3eHoro nikapcrkoro 3acoby 1800
BupoGuuKk Hosapric ®apma C.1i1.A, Itanis
(HaliveHyBaHHA BUPOGHUKA TiKapChKOro 3aco6y, KpaiHa OXOMKEHHS)
BaeseHo B Ykpaiy Tosapucrso 3 o6mekenoro BignosizanpuicTio "BaJIM", ixent. kox:
31816235

(natimeyBanns Ta ko 3a EJIPTIOY 1opuanyHoi ocobu a6o npiseuue, iM's, M0 6aTHKOBI GisuuHoi
0co6H - minpuemuy, if MicLie IPOXKUBAHHS Ta PEECTPALLIHHHIA HOMEp 06TiKOBOT KAPTKU IIATHUKA
nozarkis abo cepis Ta Homep macropra)

Hpotokon BisyaneHoro kourpomo six 18.01.2023 Ne 07-01/2789/5.

3a pesyibTaTaMu [NEpKABHOrO KOHTPOMIO BCTAHOBJIEHO, WO JIiKAapCHKMH 3aci6 BBe3eHO B VkpalHy 3
AOTPUMAHHSIM BUMOT 3aKOHOZIABCTBA 1IOA0 3a6€3NEUeHHS AKOCT] JIIKAPChKUX 3aCO0IB.

B.o.nagansHuKa JlepxaBHoT ciyx6u 3 /]
JMKapchKUX 3aC06iB Ta KOHTPOJTIO 32

. - } €rop BOJIKOB
HapKOTHKaMH y JIHIIpONneTpOBCEHKiH \ P
obnacrti
(ocanora ocoba oprany AEPKABHOTO KOHTPOIIO) (}fz{nm) (iniuiany Ta npisBuiLe)




‘ ; ®opma: Bepcin: |
e N O V A R T [ S Ceprudikar cepii (N3 709161.10022022-278.6

* Ceprudpikat cepii FN3 CAN NocnranHa HOMeR: IT100200184282

Buaawo:

HosapTic ®apma C.n.A.

eyn. Mpoeikviane Ckito 131, 80058 m.Toppe AnHyHUMATA {nposixuil Heanont}, Itania

CEPTU®IKAT BIANOBIQHOCTI CEPI

Toproea Hassa fikapcskoro 3acoby:

OEMAPA®
Peccrpauiitie noceigueHHs Ne: Ne marepiany M3: Kpaina imnoprep:
VA/2721/01/101 709161 YKkpaiHa

fIkicHuii Ta KINbKICHKit cknan:

Netpozon 2,5 mr

‘Nikapcbka opma:
TabneTkw, BKpUTi NNIBKOBOIO 060NOHKOIO NO 2,5 Mrr
Bua | po3Mip ynakoBku:
Mo 10 ra6netok y 6nictepi; no 3 6nictepu y kopobui

Ne cepii Ha ynakoBui: BHyTpiwHiii Ne-cepii: Bunyiuena kinbkictb (yn):
TTK?77 TTK77 8085
' flaTa BUpoGHUUTBA: - - CTpoknpupaTHOCTi Ha ynakoBui: -
04-CEP-2022 nun-2027
‘Bwnyckcepii: .. . Aspeca:
Hoeapric ®apma C.n.A. syn. Nposinyiane Ckito 131, 80058 m.Toppe

AHuyHuunaTa (nposiHuii Heanonw), ITania
Bupo6GHuua niuenzis Ne: AAMM - 139/2022
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dopma: Bapcin:

é‘ N O v A RT l S Ceprudikar cepii (N3:  709161,10022022-278.6
i Cepmudpikat cepil CNE3 CAIN NocunadHA Homep: IT100200184282

Bugawo:
HoeapTic Papma C.n.A.
yn, Mposinviane Ckito 131, 80058 w, Toppe AHHyHUMaTa (NposiHyii Heanone), Itanis

 BupoBHULTEO Hepo3hacoBaHOro NpoAykTy:  Appeca:. -
Hosaptic ®apma Wrenn Al I.I.Iacbchxaycepm'rpacce 4332 u.l'rem-l,

Wsenuapin

MepBuHie nakyBaHHa: ~Appeca:

HoeapTic ®apma C.n.A. syn. Mpoeixyiane erro 131, 30058 M Toppe
AHHyHumnara (nposiHuii Heanonb), ITania

‘BropwnHe nakysawwa: . ‘Agpecar R e

HoBaprtic ®apma C.n.A. Byn. Mposinviane CKITO 131 80058 M. Toppe
AHHyHUwaTa (nposiHuii Heanons), ITanin

. Nig vac BUPOGHUUTBA Ta NAKYBAHHA He BYNO BUABMEHO BiAXWNEHD, WO

MOTTIA BNAMHYTU HA BUNYCK NPOSYKTY

Nig yac BMpoGHULTBA Ta NAKYBaRHA GyNo BUABNEHO HACTYNHI BIAXUNEHHA,
OMB. HkME (HOMEpY peecTpauii BigXuneHL B €NEeKTPOHHIN CUCTEMI):

-BigxunenHa Ne (AQWA):: . - He 3acTocosHO

HonOKEHHanocepTuq)llcaulio e R

Lium 5 3acainuyio, Wo HaseaeHa Buile iHopmauisa € AOCTORIPHOK Ta TouHow. Lo cepilo npoaykuil 6yno
BUPOBNEHO, BKIIOYHO 3 NAKYBAHHAM/MAPKYBEHHAM KOHTPONEM AKOCTI Ha BuLLe3asHadueHIR(1x) AiNbRLI(sX)
y MOBHII BignoeigHOCTi 3 BuMoraMu GMP MicUeBWUX PErynatopHUX Opradis, a TakoX BiANOBIAHO A0
cneuundikauiil y peecTpauiiHOMy AOCbe KpaiHu-iMnopTepa, abo y Aocke cneundikauivi Ha npenapar gns
DOCHIKYBAHOTO NiKapebkoro 3acoby. Mporokonu BupobHMLTBA, NakyBaHHA Ta aHanisie Gyno nepernaHyTo
Ta BCTAHOBNeHa iX signosiaHicTL GMP.

‘Dara Bunycky cepliz
17K0B-2022

Bunyck cepli satBepgkeno: . dmmr -

Ynoauoaameua Ocoﬁa Manzo Carolina

Rignuc:  <enexmpownud nidnuc: 01.11.2022 09:58:37 +0100'>
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' NOVARTIS

Nivapcbiom sacis:

Gopma: Bepcin:

CepTutpikar cepii TR3:  709161.10022022-278.6

Cepmdpikat cepii TN3 CAlN NocunaHHa Homep: 1T100200184282
Bugano:

HosapTtic ®apma C.n.A,
eyn. Npoeikviane Ckito 131, 80058 m,Toppe AHHyHuMaTa (NpoBiHUi Heanons), Itania

CEPTU®IKAT AHANI3Y

®EMAPA® TabneTku, BKpuUTl nniskoBoio 060NOHKOIO MO 2,5 Mr

N2 cepii Ha ynakoBUi: =~ Ne
TTK77
"~ Tect
Onuc _
308HIlLKIN BUINAA, LLNAXOM
BisyanuHOro ornagy

laenTudpikauin o
IneHTudhikauin meTogom TLLX:
et JBIPOION o
InenTudikauis metTogom BEPX:
»  fletpoaon
XapaKkrepueTyku
CepefiHa maca

BnactusocTi

PoaunHeHHss 4epe3 30 XxBWNWH -

metogoM BEPX
«  fletposon

Oomiwku

CynyTHi goMiwkn MeTogom BEPX

no BiGHOWeHHID 00 3aABNEHOO

BMICTY NeTpo3ony

Kowua cneyudhivsa ineHTudikosaHa

AOMiLLKa:

CGS 20268

.
s CGS572744

KowHoi HecnieuwghivHoi AOMILLIKA
CWa ﬁécneuuq:iquux AOMiI.LIOI; |

Cyma cynyTHiX QOMERLOK

matepiany  Ne cepii in bulk: .u'ajra._.aupoﬁﬂnu'r_éa_:'- _Cfpo_x _
in bulk: : B - mpAAAaTHOCTI:
863070 SFNW2 04-CEP-2022 nun-2027
Bumory | . PesynkTaTH .
TéMHo-x{oa;foro KONLOPY, KPYF, 3ne1;rca asoaxoaﬁn}ﬁﬁi Tabnetkn, Bianosigae

BKPUTI NNIBKOBOIO OBONOHKOK, 3 CKOLUEHUMI Kpaamu, Oaua cTopoHa
MaE MapkyBaHHA «FV», inwa «CG»

Diamerp: 61 = 6,3 MM 6,1_MM
ToBwmMAHa; 2_.9 =34 MM 3,2 MM
Bignoeigae craHgapty - Bigpnosigae
Bignoeigae ctaHpapty Bianosinae
99 - 109 Mr 104 wr

He meHwe 80 % (3HavenHs Q) Bin sassnexoro BMIcTy, signosigro go 96 %
Tabnuui KpuTepiie NPUAHATHOCTI rapMmowizosadux €ap. ®apm., dapm.
CLUA i ®apm. AnoHii (pieHi 1, 2Ta 3)

He 6inbie 0,3 % 0,06 %
He Ginbwe 0,2 % < 0,05 %
He binewe 0,1 % - <0,05%
- Hé.sm.h.@.e o g 005 % o
He 6inbu.|.e 08 % 0.06 %
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‘ DPopMa: Bepcin:
( N O V A R T l S Ceprucixar cepii M13:  709161.10022022-278.6
Ceptudpixar cepii [Ti3 CAM NocunaxHA Homep: 1IT100200184282

Buaano:

Hoaapric ®apma C.nA
eyn. Mposikviane Ckivo 131, 80058 m.Toppe AHHyHuMaTa (NposiHuii Heanone), tTanis

CEPTU®DIKAT AHANI3Y

fikapcbkui 3aci6: _ B _
GEMAPA® TabneTku, BKpUTI NNiBKOBOK 0GOMOHKOIO NO 2,5 Mr

Ne cepli Ha ynakosui:  Ne matepiany  Necepiilnbulk:  fata BUPOOHMLUTBRA: CTtpok
In bulk: NpUAATHOCTI:
TTK?77 863070 SFNW2 04-CEP-2022 nun-2027
Tect Bumorn . Pesynbrath’

*MikpoGionoriuna ynctoTa
{MeToA NiapaxyHKy Ha 4aLuKax)

« 3aranbMe uuMcno aepobHux  He Binbwe 10° KYO/r 10 KYOir
MiKpOOPraHismis*

»  3araneHe uncno apikmrkosux  He Ginswe 102 KYO/r < 10 KYOir
i nnicHasux rpubis”

»  Cpeuywndivuni Mikpoopraniamm: He BUABNAETLCA 81T He BuaBnAcTLCA
Escherichia coli®

KinekicHe BU3HAaYeHHA

OpHopigHicTE  Ao3yBaHHA  MeTogoM  Bianoeinae eumoram €sp. apm., ®apm. CLUA | ®apM. AnoHi Bianceinae
0AHOPIAHOCTI BMICTY MeToaom BEPX
KinbkicHe BusHaueHHR MeTogomM BEPX 95,0 % - 105,0 % i 3aABN&HOTO BMICTY 958 %
+ flerpoaon
MpymiTion:

* BunpofiyeaHHA NpPoBOAATL Ha 5-TW NOCNIAOBHMX NPOMWUCFIOBWX Cepiax. Fiwuo peaynsTatu BiANOBIAATL BMMOTaM, YactoTa
BunpobysaHs Moxe ByTu ameHuleHa N6 koXHOT 10-7 cepil, WoHaliMeHwe caHa Cepifl NOBMHHE NPOXOAUTH BUNPOOYBAHHA B KOXHOMY
KaneHaapHoOMy poui, B AKOMY BUPOONEHO NPOAYKT.
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JEPKABHA CHYXBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHU
Y JHINPONNETPOBCBKIHN OBJACTI

Auinpo, mn.Codopua,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kon €IPTIOY 37070665

BHCHOBOK
npo AKIiCTH BBE3eHOro B YKpaiHy JikapchKkoro 3acoly
14.07.2023 Ne 35642/23/0411
DEMAPA®

(HafiMeHyBaHHA NiKapcpkoro 3acofy 3TiAHO 3 peecTpalifHHM NOCBi T4EHHSM)
Tab/JIeTKH, BKPUTi ILIIBKOBOI0 060JOHKOI0, 110 2,5 Mr no 10 Tabnerok y Gaicrepi; mo 3
6JicTepH y KapToHHIil Kopo6ui

(popma BHNyCKY, NO3YBAHHA, BH NAKYBAHHA TiKapchKOro 3acoly)

Howmep peectpauiiinoro noceinuenna UA/2721/01/01 crpok aii peectpauifttoro nocsinuenns 01.01.2099

Cepis nikapcekoro 3aco0y Ne TWX99 KinbKkicTs BRE3EHOTO Nikapcekoro zacoby 210
Bupo6unk Hosapric ®apma teiin AT, HIpetinapis
(naitMeHyRaHHs BUpoGHTKa NiKapceKkoro 3acoby, kpalHa TOXOMKEHH)
Beeseno B VipaiHy TosapucTBoO 3 00Me:xenor0 BianopinansuicTio "baJIM'", inenr. kon:
31816235

(naiiMenyBauua Ta xoa 3a CJIPTIOY topuan4Hoi ocobu aGo npispuuie, iM's, N0 GaTekosi BisnuHoT
ocobu - mianpuemus, i Micue poXXHBaHHA Ta peecTpaLifiHuit Homep 00ikoBOT KapTKK MIATHHKA
noaarkis abo cepis Ta Homep nacnopTa)

IpoToros BisyaasHoro koutposto ein 13.07.2023 Ne 07-01/1997/7.

33 pesynbTaTaMHM JEpKABHONO KOHTPONIO BCTAHOBJIGHO, WG Jikapcekmit 3aci6 BeeseHo B Vkpainy 3

AOTPHMAaHHSAM BUMOT 3aKOHONABCTBA IO 3a6€3NeUeHHA AKOCTi NIKapChKUX 3ac00iB.

Hauaneuuxk JlepskarHol cimyxOH 3

JIKapchKHX 3ac00IB Ta KOHTPOJIIO 32 .
P . POIG 58 [Onis OBUAPEHKO
HApKOTHKaMH Y JIHIDponeTpOBCHKIH L -
obmacTi e@@
(nocanosa ocoba oprasy Zep#aBHOrO KOHTPOMIO) (niz}tdcy (ininianu Ta MpisBHLLE)
25 TRPAHA

Hs>f 0 an

)
!‘%:‘- %
{i5 | JOKYMEHTIB
ﬁ\g_‘?\;
Buunsikosa Kapina \?9, 0 6)345-41,

Koy ie =
\\?f Uiinui *?E@
EehRC! T -
R bl




‘ opma: Bepeia: |
{ N O V A R T l S Ceptudinar cepii (N3 709161.10022022-278.6

Cepmvdikar cepii N3 CAMN MacunaiKa HoMep: IT100200201156

BugaHo:

Hoeaprtic ¢apMa C.nA.
pyn. Mposinuiane Cxito 131, 80058 M.Toppe AHHyHUMaTa (nposiHuil Heanons), tTanis

CEPTU®IKAT BIAMOBIAHOCTI CEPII

Toproea Ha3ga JlikapcbKkoro 3acoby:

OEMAPA®

Peccrpauiiiie nocsiguenns Ne:  Ne matepiany FN3: Kpaina imnoprep:
UA/2721/01/01 709161 YKpaiHa

AicHuit Ta KinbKicHWA cknag:

NeTtposon 2,5 Mr

Nikapcbka ‘bopma: - _
TabneTku, BKpUTi NNiBKOBOKO oﬁonom{ow no 2,5 mr

Bua i i poamp ynaxoam
Mo 10 TaBnetok y 6nicTepi; no 3 6n|c1'epu y Kopooui

' Ne cepiinayRakosti:” " Byrpiwnid Necepil: -~ Bunywiewa kinoKicts (yn):
TWX99 TWXS9 9240
' Davaswpofwursa: . - © CipoknpmaaTHocti Ha ynaKosul
07-rPy-2022 nuc-2027
Bunyckcepii: . . 777 Agpeca:

Hosaprtic mapma c.n A Byn. MpoeiHyiane erro 131, 80058 m.Toppe |
AHHYHUMaTa (NpoBiHLil Heanonb), Itania ;

“'Bupo6Huya niuenais Ne:: AAMM - 139/2022
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‘ Popma: Bepcin:
{ N O V A RT l S Ceprudixar cepil IM3:  709161.10022022-278.6
' CepTuchikar capil TN3 CAIM MocunanHa HOMBR: IT100200201156
BugaHo:

Hogapric ®apma C.n.A.
Byn. NporiHviane Ckito 131, 80058 m.Toppe AHHyHuMata (nposiduil Heanaorne), ITania

Hoaapnc tbapma Wreiss Al LUacpcpxayceprpacce, 4332 u.l'revu-l
- lLiBeruapin

BYJT. Hpoamqlane CI{ITO 131, 80058 M.Toppe
AHHyHUuMaTa (nposiHyii Heanone), Itanin

. Appeca:

© BYI. ﬂponu-lqlane CKITO 131 80058 M Toppe
AHHyHUMaTa (nposiHuil Heanonsb), lranis

' MMig 4ac BUPOBHMLTBA Ta NakyaaHHs He 6yNo BUSBNEHO BigXUNeHs, Wo
" Mornu BUAKMHYTU Ha BUMYCK NPOAYKTY

Mig wac BHpOﬁHHuTEa Ta NAKyBaHHA 6y1'|0 BUABNEHO HaCTYHHI BiXuneHHs,
OHB. HIKYe (Homepn peecTpalii BigXuneHb B enNeKTPOHHINA CMGTeMI)

s ** He 3aCTOCOBHO

U,HM £ 3aceiguylo, WO HapedeHa BUlLE chbopluaum € AOCTOBIPHOIO TA TOUHOIO, Ll,ro cepito npoaykuii 6yno
BUPoBNERO, BKNIOYHO 3 NaKyBaHHAM/MAPKYBEHHAM KOHTPOIMEM AKOCTI Ha BULLE3asHaveHIR{uX) AinbHULi(AxX)
y NOBHiA BignosigHocTi 3 BuMoramun GMP MicleBMX perynsaTopHWX opradiB, a Takox BignosigHo Ao
cneundikauiil y peectpauiiHoMy Aocbe KpaiHu-iMnopTepa, abo y gocbe cneuvdikauii Ha npenapart gns
DOCNimKYRaHoro nikapcbxoro 3acoby. NpoTokonu BupobHULTBA, NaKyBaHHA Ta aHanisie 6yno nepernsHyTo
Ta BCTaHOBeHa TX Bianceianicte GMP,

st TR R ep——

" [ara Bunycky cepli:
03-TPA-2023

- Bunyck cepil 3aTB@PAKEHO M s R
Ynoauoaamena Ocoﬁa Manzo Carolina

<enexkmpoHrutl nidnue: 12.05.2023 12:00:30 +02'00">
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! NOVARTIS

Nikapclkuig 3aci6:

OEMAPA® Tabnerku, BKpUTI NNiBKOBOK 060N0HKO No 2,5 Mr

Ne cepli Ha ynakoBuii: " Ne
'i'WX99
TecT.
onwe N
JomMiMIA  BUMAQ,  LNAXOM

giayansHore ornapy

laenTndikauina
1aeHmmdpikauin Metogem TLIX:
. ne'rpoa_o_n

laeHTHdikauia MeTogom BEPX:
Rerpason

XapakrepucTHKn
CepsegHs Maca

Bnacrusoctl

PoayuHenHs depad 30  XBUIMH -

meTopom BEPX
« JleTpoaon

Domiwxu

CynyThl goMilkn meTonom BEPX
no BiQHOWEHHIO 40 3aABNEHOr0
BMiCTY NeTpoaony

KakHa cneumndiivHa igeHTudrikoBaHa
AOMiLLKa:

CGS 20268

« CGS72744

Kownoi HecnewuwdiskoT Aomillkm :

Cyma HecneuwdleHU AOMILLIOK

CymMa cymyTHIX JOMILLOK

®opma: Bepeia:

Ceprudikar cepil MN3:  709161.10022022-278.6

CepTudikat cepil (13 CAN MocunaHHA HoMBp: IT100200201156
BupaWo:

HoeapTic ¢apma CnA.

Byn. [Nposikdiane Ckito 131, 80058 m.Toppe AHHyHUMaTa {npoBiHLiil Heancne), Ivania

CEPTU®IKAT AHATI3Y

matepiany  Necepiiin bulk:  [ata BupoSHuyTBa: Ctpok
in bulk: NPMOaTHOCTI:
863073 SHLX7 07-rPy-2022 NAC-2027
Bumoru PesynuTaTh
TeMHO-KOBTOro KOMbOPY, Kpyrml, anerka ABoAKoBMnykni Tabnerku, Bipnosinae
BKPUTI MNIBKOBOK OBONOHKCIO, 3i CKOWGHMMW Kpasmu, Opxa cTopoHa
Mae MapkysanHa &«FVy, inwa «CG»
Alametp: 6,1 -6,3 MM 6,20l
Toau.m_na: 29— 3___.4_MM 3,2 MM
Bignoslaae cradgapry " Bipnoeigae
! Bignoseigae craHgoapTy . Bianoginae
. 99- 109 wr 104 mr
He meHwe 80 % (sHauenus Q) min sassneHoro emicTy, BignosiaHo Ao Bignoeinac
' TaBNULi KpUTERIiB NPUAHATHOCTI rapMoHisoBanux €ep. dapm., Papm.
CLUA i dapm. AnoHii (pisHi 1, 2 Ta 3)
. He 6inbwe 0,3 % 0,06 %
' He Ginbwe 0,2 % <0,05%
. He Ginbwe 0,1 % _ < 0,056 %
_ He Ginbwe 0,3 % < 0,06 %
' He 6inbwe 0,8 % . 0,06%
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! Dopma; Bepcin:
( N O V A RT I S Coprudikar cepii IN3;  709161.10022022-278.6
2 Ceprudpixat copli N3 CAM MocynanHA Homep: IT108200201156

Buaano:

Hoeapric $apma C.n.A.
Byn. Mposinviane Ckito 131, 80058 M. Toppe AHHyHUMaTa (nposiuil Heanone), ITanin

CEPTUDIKAT AHANI3Y

¢EMAPA® TaﬁneTKH BKpUTI NniBkoBOIO oﬁonouxom no 2 5 Mmr

Ne cepu Ha ynaxosu.l ‘Ne Mareplany Ne cepiiin bulk:  [Oara eupoSHuUuTBA: CTpox
© in bulk: S : NPVAATHOCTI:
TWX99 863073 SHLX7 07-rPy-2022 NNC-2027
T Teer T i ... . . . BumorM _ . PesynuraTh

*MikpotGlonoriuHa yMcToTa
(MeToq nigpaxyHKy Ha uallKax)

e 3aranoHe 4ueno aepobHux | He Ginbwe 10* KYO/Ir < 10 KYO/r
_Mlxpooprauisma'

¢  3aranoHe uMcno Apixmkosux  He Ginbwe 102KYOIr < 10 KYO/Ir
| npickABuAx rpuGia®

e CneuyudivHi MikpoopraHiamu: He BusBnAETHCA B 1 ¢ ~ He BuABNAETLCA
Eschench.ra coﬂ

Kmbmcue BUZHAUEHHSA

CanoplaHicTs  [OAyBaHHA  METOAOM Bl,qnom,qae BUMOTAM Gap ¢apu dJapM CUJA i d:apM ﬂnoun Bianosinae
oAH_opl,qnoc'rl BMicTY MeTogoM BEPX
KinokicHe BusHaueHHs MeToaom BEPX 95,0 % - 108,0 % i 33RBneHOro smicty 87,0 %
. ne'rposon
I'IpuMle i

* BHHpOGyBaHHﬂ NPOBOARTE HA 5-TH I'IOG.I'I[AOBHI»I)( npaMHUCcnoBenx cepmx chuj.o pa3ynLTaTH BiONOBINAKOTE BUMOTaM, HacToTa
BunpobysaHL Moxe BYTW ameHWweHa go koxHoi 10-i cepii. LLjoHaliMeHLLe ogHa CBpiA NOBUHHA NPOXCAUTH BUNPOBYBAHHA B KOXHOMY
kaneHnapHoMy poul, & skoMy eupoBneHo npoayKT.

CropiHka 4 3 4



http://www.tcpdf.org

