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JEPHUIHKCIIYIKBA
AEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHA Y KHIBCHKII OBJIACTI

npocriekT Banepia Jlo6anoscekoro, 51, M. Kuis, 03110, ten/dake: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPIIOY 37078774

BHCHOBOK
Npo AKICTHL BBe3eHOro B YKpaiHy JikapchbKoro 3acoby

25.11.2020 Ne 63283/20/10

AJIONYPHHOJI CAHIO3®

(HaliMeHyBaHRs 1iKapcskoro 3acoBy 3riHO 3 peecTpauliiHmM NOCBIAYEHHAM)
Tabaerkn mo 100 mr; mo 10 Tafuerox y Gaicrepi; mo 5 OsicTepiB y kapToumiii kopobui

(dpopma Bunycky, 103yRaHNA, BUA NaKyBaHHs NiKAPCEKOTO 3acoBy)
Howmep peecrpauiitroro nocsinuenus UA/9524/01/01 crpok aif peectpanisioro nocsiguenns 01 .01.2099
Cepis nikapcekoro sacoby Ne KW6656 Kinekicrs Besenoro nikapctkoro sacody 22186

Bupobuuk Jlex ®apManeBTHYHA KOMITaHis I.A., CnoBeHis

(nalivenysanrs BUPOOHKKA NiKapCLKOTO 3acoly, Kpaila NOXORKEHH:)

Beeseno B Vkpainy ToBapucTso 3 06Mekeno10 BianosixansuicTIo "Canmos Ykpaina",
inenr. xon: 38419586

(maftmenysanns Ta xon 3a CAPIIOY lopuau4HoT ocobi abo npiteuite, iM%, no Garbkosi (izuumoT
©0Cco0H - niARpHeMIA, 1T MicLe npoxHBaNIA TA PeECTpaliiaui HOMep 06niK0BOT KaPTKH NIaTHHKA
nonarkis abo cepis Ta HOMEp nacropra)

TpoToxon Bisyanssoro kowrposio sia 19.11.2020 N 4033/1.

3a  pesyibrataMn  AEpIKABHOTO KOHTDONI0  BCTAHOBJICHO, LIO- JIKAPCHKHEL 3aci Bee3eHO B Ykpainy 3
LY
AOTPHMAaHHIAM BHMOT 3aKOHOAABCTBR L1070 3abe3neeHHs mioc-ri JiKapesKHX 3acobin,
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Ne: 0211201508

¥ A Novartis
Division

OdbopmneHo:

Jlex dapmauesTuuHa Komnakis A.A.
Beposuikosa 57

1526 NMwbnsHa

Cnosenisn

Ten.: +386 15802111

dakc.: +386 1 5683517

www.lek.sj

fliueHsis 1a BUPOBHULTBO:
800-8/2020-5

CepTtuddikar BianosigHocTi

Hassa mavepiany:
ToprieenbHa HazBa:

ANOMYPUHON CAA3 100MT 50TAB YA
AJIONYPUHON CAHAO3®

Cuna piilakTuBHiCcTb: 100 MF
Nikapcwkka chopwma: TABNETKA
Tun ynakosku: BIICTEP
Po3mMip ynakosku: SWT x 10 WT
Ne Marepiany: 44019884 Tun Bunycky: ONA PUHKY
Ne cepii CaHgoa: KWB656
fata BupoGHuuTaa: YEP-2020 Aata Bunycky: 02-NnC-2020
TepmiH npugaTtHocTi: TPA-2025 Kinbkicrs: 22186 Y1
BupobHuya OinbHUus: NEK ®DAPMAUEBTUYHA Howmep niyensii: 800-8/2020-5
KOMMNAHIA 4.4.
TPIMAIHI 27
9220 NEHOABA
Crosenis
Bunyck cepit: NEK ®APMALIEBTUYHA Howmep niyensir: 800-8/2020-5
KOMMAHIA 4.4,
TRIMAIHI 21
9220 NEHOABA
CnoseHis
TecTyBaHHs: CAHOO3 C.P.1. Homep niuensii: 10F
BYN. NIBE3EHI, Ne7A,
540472 TUPIY MYPELL
Pymyig
Kpa'i'Ha-imnopTep: Homep Peecrpauiittoro nocBifYeHHs:
YkpaiHa UA/9524/01/01
KoMnoHeHTu:

Hazga Martepiany:
Ne Matepiany:

Bupo6uuya AinbHUUSA:

Cepist BUpoBHUKa:

Cropitka: 1/2

/79/7(- au L3002 o1

3aranbHa KinbkicTh in bulk:

ANONYPUHON TAB 100MI [H91 EY
608166 MpoaykT in bulk Ne cepii:
1379496 LT

CAHAO3 NPANBET NIMITEA, KANbBE
TTC IHOACTPIAN 30HA

KAJTbBE KBAPTAIT, CEMMWE OIFE

MIAC, QINbHNLUA Ne 8-A/2 i 8-B C/H

H/A

400708 HABI MYMBAW

IHAis

KS0461

KS0461

*Ceprudikat nianucano ENeKTPOHHUM nifnucom BianosiaHo A0 CTaH4apTis-SNEKTPOHHMX

nignucis Cakaos A
A

/S 12 20 0
’




Odhopmneno: "
& 5 %%@ 7 A Novartis Hg Cl?apmaueamwa KoMnaHis a4,
i ot ) g %ﬂ‘iy Division

BeposLukosa 57

1626 bnsika

CnioseHis

Ten.: +386 1 5802111
dakc.: +386 1 5683517
www . lek.si

NiyeHsia La BUPOBHULTBO:
800-8/2020-5

Ceprudikar BignosigHocTi N

Ne: 0211201508

Hasea Marepiany: AJIONYPUHON CA3 100MI 50TAE YA

Toproga HasBa: ANONMYPUHON CAHOO3®
Ne matepiany: 44019884 Ne cepii Cangos: KW6656

MonoxeHns npo cepTtudikayiro

Unm niATBEPAXYI0, WO HanaHa iHdopmauia AOCTOBIPHO | TOYHOIO. Lis cepisi rotosoro nikapceKoro 3acoby byna
BUroTosneHa (BKMoYHoO 3 ynakoskoro/MapkyBaHHaM) i KOHTPONEeM SKOCTi Ha 3asHavyeHnx AiNbHULSX Linkom BignosigHo
AO CraHpaptis GMP T1a BignosigHo go 3arBepKeHol cneymdikallii PeecTpauiiiHoro Hocbe KparHu-imnopTepa.

MpoTtokonu BUPOBHMLTBA, ynakoskn Ta aHaniTuyHoro TeCTyBaHHA Bynu nepesipeHi | niaTBepAXYETbCS X
BiANoBIgHICTb Ctanpapram GMP.

Komeurap go cepTucpikary:

B npoueci BUPOBHUUTBA | nakysaHHs He BUABNEHO BIAXMNEHb, WO 3aaTH BNNUHYTY Ha Bunyck NPoAyKTY.
3apeecTpoBaHuit PO3Mip ynakosku: 10 TaBnertok s BnicTepi; 5 GnicTepis B kapToHHin Kopobui

Bunyck cepii / CepTudikauis Bukonana Danila Benko, YnosHoBaxeHa ocoba
Bunyck cepii / Ceprudikauis Hara/Yac 02-NC-2020 /7 14:07:35 BKB
Rara/ac ochopmnenns ceprucpikary 02-N1NC-2020 / 14:08:32 BKB

CropiHka: 2/2 *Ceptudikat nignucaqo ENeKTPOHHUM nignucom Bi,qﬂOBi,QHOﬂb {ﬁéﬁaapris 'énem'pOHHvxx
nianucie Canpos i :

e




Hopatok A

i SP-GxP201068/2 ]

®opma Cropinka 1 3 1 ]

AinbHuus sunycky cepif:
Jlex ®apmavnesTuuna KOMNaHIN 4.4.
Nernasa Teepai thopmu

Tpimnivi 2 1,
9220 JleHpasa
CnoseHis

+386 (0) 2 577 33 33
Nivensis Ha BupoBHULTBO:

800-8/2020-5

Bigain KoHnTponto fkocri:
Canpos C.P.JI.

Byn. Niseseri, Ne7A, 540472
Tupry Mypeuw, PymyHin
Ten.: +40 265 208 120
Dakc.: +40 265 254 767
www.sandoz.ro

CEPTU®IKAT AHANI3Y

Bepcisn 1.0

Hara: 02.11.2020

Haszea Marepiany:

Toprosa Hazga:

Cepis in bulk:

Ne marepiany in bulk:

Ne cepii Mo:

Ne marepiany rno:
MoHorpadpis TeCTyBaHHA:
PeecTpauinne nocBigYeHHA
Ne:

CranpapTHuit 3apasox:

Tectn

3OBHiILLHIN BUrMAA
MeTon focninxeHHs:
ANMHBFDF_OO13131O (3143/01)

LOiamerp
MeTon aocnigkenHs:
ANM_BFDF_00131310 (3143/01)

Bucora
MeTop pocnimkents:
ANM_BFDF_OO'] 31310 (3143/01)

laeHTUdikayis BEPX
MeTon pocniskeHs:
ANM_BFDF_OO131335 (3143/05)

OaropinnicTs macu: CepegHsa maca
(€Bp.®. 2.9.5)

MeTon nocnigxenns:
ANM_BFDF_00131310 (3143/01)

ANONYPUHON TAE 100MT" IH91 EY
ATTONMYPUHON CAHOO3®

KS0461
608166
KW6656 Hara BupobHuyTea: 06.2020
44019884 Tepwmin npugartHocTi: 05.2025
NAT/MRP
UA/9524/01/01
008900246323
Bumorn PesynbraTu
Bini kpyrni, ABOONYKIi TabneTky 3 puckoo 3 Bignosigae
0pHoro Boky.
7.9-8.3 MM 8,0 mm
2,8 -3,25 um 3,07 mm
MosutreHo MoanTusho
163,4 — 180,6 mr 168,6 mr

CTb‘pI’HKa 135




SP-GxP201068/2

@mam}( A

®opma CropiHka 1 3 1 ]

AineHuus sunycky cepit:

Jlex ®apmauesTuyka komnanis AR,
flennasa Teepai hopmu

Tpimnini 2 A,

9220 NeHpasa

CnoseHig

+386 (0) 2 577 33 33

Niuewsis na BUPOBHULTBO:
800-8/2020-5

Binain Konutponio Axocti:
CaHgos C.P.M.

Byn. NiBeseni, Ne7A, 540472
Tupry Mypeu, Pymynis
Ten.: +40 265 208 120
Dakc.: +40 265 254 767
www.sandoz.ro

CEPTU®DIKAT AHANI3Y

Bepcisn 1.0

Hara: 02.11.2020

Ha3sa marepiany:
Toprosa HasBa:

AJIONYPUHON TAB 100Mr IH91 EY
ANONYPUHONM CAHOO3®

Cepis in bulk: KS0461

Ne marepiany in bulk: 608166

Ne cepii Mo: KW6656 Aarta Bupo6HuuTRa: 06.2020
Ne matepiany Mo: 44019884 Tepmin npugarHocTi: 05.2025
MoHorpadis TeCTYyBaHHs; NAT/MRP

Peectpauiitne noceigYeHHs UA/9524/01/01

Ne:

CrangapTuui 3pa3ok: 008900246323

Tectn Bumorn

OpnHopigHicTs macu: BIAXUNEHHS OANHUYHOT
Macu :

MeTog nocnigxeHns:
ANM_BFDF_OO13131O (3143/01)

MiH. 18 TabrieTkn + 7,5 %, Makc. 2
TabneTtkn + 15 % Bil cepenHboi Macu

PosnagarHs (€Bp.®. 2.9.1) makc. 15 xs
Meton pocninxenns:

ANM_BFDF_00131310 (3143/01)

Brpara 8 maci npu BUCY LY BaHHI makc. 5,0 %

MeTon nocnimxents:
ANM_BFDF_00131310 (3143/01)

Kinbkiche BUsHaueHHs anonypuHony
(Mr/TaB.)

Mevoa gocninxenns:
ANM_BFDF_00131318 (3143/03)

95,0 - 105,0 mr/TabneTka

KinekicHe BusHayenns anonypuHony (%sig
3anBreHoro BMicTy)

MeTon AOCNioKEeHHRA:
ANM_BFDF_00131318 (3143/03)

95 - 105 %

PesynbraTtu

Binnosipae

8 xB

1.4 %

100 Mr/TabneTka

100 %

Cyopitka 23 5
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Bopavok A

SP-GxP201068/2

®opma Cropitka 1 3 1 ]

Hinehuus sunycky cepii:
Jlexk ®apmauesTUyHa komnaHis AA.
Nennasa vBepai hopmu

Tpimnini 2 A1,
9220 Nenpasa
Cnogeris

+386 (0) 2 577 33 33

Biagin KoHrponio Akocri:
Canpos C.P.JL.
Byn. MiseseHi, Ne7A, 540472

Tupry Mypetu, PymyHis
Ten.: +40 265 208 120
Dakc.: +40 265 254 767

JMiveKsis Ha BUPOBHULTBO:

800-8/2020-5

CEPTU®DIKAT AHANI3Y

Hassa matepiany:
Toproea Hazga:

Cepis in bulk:

Ne maTepiany in bulk:

Ne cepii Mo:

Ne matepiany Mno:
MoHorpadin TeCTYyBaHHA:

Peecrpauyiiine noceiguyeHHs No:

CranpapTHuit 3pazok:

TecTu

Bepcisn 1.0

www.sandoz.ro

Hara: 02.11.2020

ATONYPUHOIT TAB 100MT™ IH91 EY
AlTONYPUHON CAHOO3®

KS0461

608166

KW6656 Aara sBupobHuurea:

44019884 Tepmin npugaTHocTi:

NAT/MRP
UA/9524/01/01
008900246323

Bumoru

PO3uuKeHHs 3a 20 min, piseHb 1 (1-
6 H) (Q=75%)

MeToa nocninxerns:
ANM_BFDF_00131311 (3143/02)

CynposiaHi nomiwku:
S-aMiHonipaaon-4-Kap60KcaMia :
Metog gocninxenns:
ANM_BFDF_00131328 (3143/04)

CynposinHi nomiuku: Byab-skoro
HecrneyudikosaHoro npoaykTy
posnaay

MeTon nocnigxenns:
ANM_BFDF_00131328 (3143/04)

Cyma npogykTis posnany
MeTon pocnigxenns:
ANM_BFDF_00131328 (3143/04)

MiH. 75 %

makc. 0,2 %

Makc. 0,2 %

mMakc. 1,0%

E4

06.2020
05.2025

PesynsraTu

97 %

<0,1%

<0,1%

<0,1%

<o CTopiHKa 335




|_Aopatok A 1 SP-GxP201068/2

Dopma Cropinka 1 3 1

RinbHuua Bunycky cepii:
Nex ®apmauyeBTUUHa KoMNakis Ad.
JleHpasa TBepai hopmu

Biaain Kowrponto fkocTi:
Canpgos C.P.fI.
Byn. Niseseri, Ne7A, 540472

Tpimnini 2 [1,
9220 NeHpasa
Cnosenis

+386 (0) 2 577 33 33

Tupry Mypeuw, PymyHin
Ten.: +40 265 208 120

®akc.: +40 265 254 767
www.sandoz.ro

Niuersia Ha BUPOBHUUTBO:

800-8/2020-5

CEPTU®IKAT AHATNI3Y

Bepcisn 1.0 Hara: 02.11.2020

Hassa marepiany:
ToproBa nazRa;

ATTOMYPUHOM TAE 100MI [H91 EY
ANOMYPUHON CAHAO3®

Cepisn in bulk: KS0461

Ne matepiany in bulk: 608166

Ne cepii MMo: KW6656 Hata Bupobuuyrsa: 06.2020

Ne marepiany rno: 44019884 Tepmin npugatHocTi:  05.2025
MoHorpadis TeCTyBaHHA: NAT/MRP

PeecTpauiitte nocsiguerns Ne: UA/9524/01/01

CraHpaprHuii 3pas3ok: 008900246323

TecTtu Bumoru PesynbraTu

3aransHe yucno aepobHux
MiKpoopraHiamis: bakrepii
MeTon pocnigxenHs:
ANM_MIBI_00264382 (3641/00)

3aranbHe yncno aepobHux
MiKpoOpraHiamis: pixaxosi i
nniceHesi rpuéu

MeTon pocnigxenus:
ANM_MIBI_00264382 (3641/00)

Escherichia colj
MeToq gocnimKeHHs:
ANM_MIBI_00264382 (3641/00)

Npumirku:
(1) KoxHa 10-a Cepis, 0OAUH pas Ha pik

makc. 2000 KYO/r He aocnigxysanocs (M)

Make. 200 KYO/r He pocnigxysanocs (1)

BigcytHi/r He pnocnigxysanocs M

r o : Cropitka 4 3 5




[ Hopatok A SP-GxP201068/2 ®opma Cropinka 1 3 1

AinbHuus sunycky cepii: Biaain KouTtponio AkocTi:
Jlex dapmayesTuyHa xomnanis s CaHgos C.P.J.

Nexnasa Teepai popmu Byn. Niseseni, Ne7A, 540472
Tpimnini 2 A, Tupry Mypeuw, PymyHis
9220 Nenpasa Ten.: +40 265 208 120
Cnoseris Pakc.: +40 265 254 767
+386 (0) 2 577 33 33 www.sandoz.ro

NiyeHsia na BUPOBHUUTBO:
800-8/2020-5

CEPTU®DIKAT AHANI3Y

Bepcisn 1.0 Hara: 02.11.2020
Hassa marepiany: ANONYPUHON TAB 100MI" IH91 EY
Toprosa Hazsa: AJTONYPUHON CAHAO3®
Cepist in bulk: KS0461
Ne matepiany in bulk: 608166
Ne cepii MNo: KW6656 Hara BupobHuyraa: 06.2020
Ne marepiany I'no: 44019884 Tepmin npupgartHocTi:  05.2025
MoHorpadis TeCTYBaHHA; NAT/MRP
Peectpauiitne noceigyeHHs Ne: UA/9524/01/01
CranaapTHum 3pasok: 008900246323
Tectu Bumoru PesyneraTti
Miareepaxenns: o

Cepis Bianosinae craram TeCTYBaHHA. Takum YyuHowm, NiATBEPAXYETLCS, U0 BuleBKasaHa iHthopmalis ¢

AOCTOBIPHOIO | TOUHOIO, i Wwo 3anucu npo nposeneHi aHanizu Bynu nepesipeHi i BignosigaTh CTaHgapTam
GMP,

Ceprudpikar niarotoBnenuit: KLANFAR LORA
Hara: /enekmponnuli nidnuc: 2020.11 .02 08:45:57 +01'00Y

Bunyck cepii nossoneno: BENKO DANILA
Dara: / eneKmporHHul nidnuc: 2020.11 .02 14:59:39 +01'00Y

MpoTokon pesynurartis, TectysarHs BKS sukonano Ha 3apeecTposaHii AinbHULi Cannos C.P.J1, Tupry Mypeuw, Pymyhis

Cropivka 5 3 5




HEPXIIIKCITY )KBA
AEPKABHA CJIYIKBA 3 JIKAPCHhKUX 3ACOPBIB TA KOHTPO.IIO 34

HAPKOTI/IKAMI/I Y KI/I'I'BCBKIFI OBJIACTI
npocnekr Banepig JIoGaHOBCBKoro, 51, M. Kuig, 03] 10, Ten/paxc: (044) 363-06-50

E-mail: dIs.ko@d]s.gev.ua,https://m\ﬁw.dls.gov.ua, Kox €ZIPTIOY 37078774

BHUCHOBOK
PO AKICTL BBe3eHoro p Ykpainy JiKapchKoro 3acoby

22.03.2021 Ne 11306/21/10

AJIOITYPHHO T CAHJIO3®

(naiiMenyBanny nikapcekoro 3aco6y 3rinuHo 3 PeecTpauiiuum NOCBiTYCHHAM)
TadJieTkn o 100 Mr; 1o 10 ra6ierox y 6nic*re2i; mno 5 5J1iCTeEiB Y KapToHHiii KOpo6ui
(hopma BMITYCKY, 103yBaHHs, BUL DaKYBaHHA Nikapcrkorg 3acofy)

Howmep peecpaniitioro nocsimeenns UA/9524/01/0] CTPOK 1ii peecrpauiiinoro noceingenns 01.01.2099

Cepis nikapcrkoro 3acoby Ne LC3208 KinekicTs BBesenoro nikaperkoro saco6y 14928
Bupotuuxk Jlex Dapmanestyns KoMIaHis .., CroBenig

(Hakimenyganny BHPOOHMKa nikapcrkoro 3acoby, kpaiua NOXOMKEHHSs)
Baesero B Vipainy Torapucrsoe 3 obMesxeHOX0 BiAMOBinankHicTIO "Canpgos Yxpatua",

inen. xon: 38419586

(nakiMenysannyg ta kon sa €IPI[IOY OPHAKYHOT 0cobu abg OPI3BHILE, iM's, no GaTbkoBi $hizmyno]

ocoby - miAnpuemus, if MicLe poskMuBang Ta peecTpaliiuuit HOMep obnikosof KapTKH MIaTHuka
nonarkis aGo cepis ta HOMep nacnopra)

Hpotoxon Bisyansnoro KonTpomo Bin 12.03.2021 N 0692/1.

3a  pesyaetaramy ACPKABHOIO  KoHTpomo BCTAHOBNIEHO, 1110 MKapChKUM  3acig BBE3CHO B  Vkpainy 1
}IOTpHMaHHHM -BHMOI 3aKk0HO1aBCTRA w010 3abesneuenns skocri MKapChKUX 3aco6is,

T

3acTynuuk vayanruka Cryx6u
(Hocaﬂosazpcoﬁa‘ pp_r;air_y gcp);-gaﬂﬂoro KOHTDOJI0) (i ¥ (iitiany Ta npisaue)

MLIT.
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Ne: 1202212325

Ochopmneno:
Nex ®apmayes

TWdHa Komnaris 4.4,

BepoBwikosa 57

15286 Mebnana
CnoseHin

Ten.: +386 1 5802111
Pakc.. +386 1 5683517

www iek.si

TliueHsin Ha snpoBHULTBE;

800-8/2020-5

CeptudikaT BignosigHocTi

Hazea marepiany:
ToprieensHa Ha3Ba:

ANOMYPUHON C13 100MI” 50TAE YA
ANOMYPUHON CAHAO3®

Cuna giilakTuBHICTL: 100 MI
Nikapcwka popma: TABJIETKA
Tun ynakosxu: BNICTEP
Poawmip ynakosku: S WT x 10 WT
Ne Marepiany: 44019884 Tun Bunycky: ANA PURHKY
Ne cepil Canpo3a: LC3208
Hara BupoGuuruTea: 27-NNN-2020 Harta Bunycky: 12-NH0T-2021
Tepmin npuaaTHocTi: 30-YEP-2025 KinbkicTe: 14928 ¥
BupoBHuua ginbHuua: NEK ®APMALEBTHUHA Homep niuenzir; 800-8/2020-5
KOMOAHIA A8,
TPIMMIHI 24
9220 NEHAABA
CnogeHin
Bunyck cepii: NEK ®APMALIEBTUYHA Homep niuensir: 800-8/2020-5
KOMMARIA 0.4
TRIMNIH! 21
9220 NEHOABA
CnoseHis
TecTysaHHs: CAHOC3I C. P HomMmep niyenair: 10F
BYN. AIBE3EHL, Ne7A,
540472 TUPIY MYPELL
PymyHin
Kpaiva-imnoprep: Howmep Peecrpavifinoro noceigueHts:
Yxpaina UA/9524/01/01 J
KoMnoHeHTw:
Haszea matepiany: ANONYPUHGCN TAB 100MI IH91 EY
Ne martepiany: 608166 MNpoaykT in bulk N2 cepil: KU0446
3arankHa KinbkicTs in bulk: 1335440 WIT
Bupo6Huua ainsHuys: CAHOO3 NPAMBET NIMITEZQ, KANBBE
TTCIHOACTPIAN 30HA
KANBBE KBAPTAN, CENULLE AITE
MIAC, BNbBHWMLA Ne 8-A/2 1 8-B C/H
HIA
400708 HABI MYMEA
IHAIn
Cepist BUpOBHMKa: KU0446
j}_»_;_‘._‘_ " ; B ;_}f ‘.

Ctopitka: 1/2

“‘CeprudikaT nignuecano ENEKTPOHHUM NIANMCOM BIGnOBIAHO ,uq
nignucis Carpoa

Jooaw A oa0 4 oot sy /7/%




‘ Cdpopmneno:
gﬁN Bgz gﬁggf{“s Jek DapMayesTiyxa KOMRania 4.4,
Beposwxkosa 57
1526 NMwbnsana
Cnosexis
Ten.: +386 1 5802111
dakc.: +386 1 5683517

www.lek si
Ne: 1202212325 Niuersis Ha BupobHULTEO:
. 800-8/2020-5
CepTudikaT BignosigHocTi N
Hazsa martepiany: ANCNYPWUHON CA3 100MI 50TAB YA
Toproea Ha3zsa: ANTOMYPWHOA CAHNO3®
Ne matepiany: 44019884 Ne cepif Canpos: LC3208

Monoxkenus npo cepTudikauito

Lum nigTeepaxylo, Wwo Hagava iHbopmMauis ¢ AOCTOBIPHOIO | ToYHOMW. Lisi cepis rotosoro fnikapcexoro saceby Gyna
BUrOTOBNEHA (BKMIOYHO 3 YNAKOBKOK/MapKyBaHHAM) | KOHTPONEM AKOCTI Ha 3a3HaYeHNX AINBHULSX LiINKOM BigMoBiHO
Ao cranpaptie GMP Ta Bsianosinno fo datBepixeHol cneludikadii Peectpaliitdoro Jocke Kpaiku-imnoprepa,
MpOTOKONW  BUPOBHWLTBA, YNaKoBKM Ta aHANTUYHOMG TecTyBaHHs Gynu nepesipeHi i NIATBEPAMYETLCA X
BiANosigHicTL cTanpapTam GMP.

KomenTap no ceprudikary:

B npoueci BupoBawuTea | N3KYBaHHA HEe BURBNEHO BIAXWMNEHL, LC 34aTH BONMHYTW Ha BUNYCK NPOAYKTY.
3apeecTpoBaHui Po3Mip ynakosku: 10 TabneTok o bnicTepi; 5 GnicTepis & KAPTOHHIR Kopobui

Bunyck cepii/ Ceprucpikauis eukoHana Zoran Trost, YnosHosaxeHa ocoGa
Bunyck cepii / Ceprudpikauis Oara/Mac 12-MOT-2021 /22:25:29 BKY
Aara/Hac odopmniennn ceprudikary 12-NK0T-2021 /1 22:25:36 BKY

Cropiia: 2/2 *CepThikaT NigMMCaRe eneKTHOHHM NiANKGoM BianosinHeAG CTaHAapTIe ENBKTPCHHUX
nignucie CaHpos i ,f’ P—
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Popma fo P1-8099158

U NOVARTIS

UlaGnow CoA Ienpaesa CM

Hoxyment Ne: FRM-8060878
Bepcis: 2.0

RinoHuua sunycky cepii:

lex dapmaleaTuuHa kKoMnanis o.g.
Bepoewxkosa 57

1526 Mobnaxa

Cnosesia

Ten.: +386 (0) 1 580 21 11
NiyeHsia Ha BUpoBHYTEO:
800-8/2020-8

Nexpasa CM
Tpisanini 2]
9220 'eHnasa
Cnoaexin
Ten.: +386 (0) 2 577 33 33

Bignin Kontponwo AxccrTi:
Canpoa C.P.A.

Byn. Nineaeni, Ne7A, 540472
Tupry Mypeuw, Pymyhin
Ten.: +40 265 208 120
Qakc,; +43 265 254 787
www.sandoz.ro

CEPTU®IKAT AHANI3Y

Bepcia 1.0

Hava: 12.02.2021

Hazga matepiany:
Toprosa Hazga:

ANONYPUHON TAB 100MI IH91 EY
ANONYPUHON CAHOO3®

Cepia in buik; KU0446

Ne marepiany in bulk: 608166

Ne cepil TN®d; LC3208 Hara BupoBuuyrsa: 07.2020
Ne matepiany Mo: 44019884 Tepwmin npuaaTHocTi:  06.2025
MoHorpadia TecTyBaHHs: NAT/MRP

PeecTpayilive nocsifnuenna Ne: UA/8524/01/01

CrannapTHuit 3pazok: 008900243591

Tectu Bumoru PeaynetaTtu o
SOBHILLKHIKM BurNag Bini kpyrri, aBoonYKNi TaBneTkn 3 puckoo 3 Bignoesigae
Meron nocninxenHs: 0fiHOro BoKy.

ANM_BFDF_00131310 (3143/01)

Hiametp 7,9-83mMMm 8,0 MM
MeTon gocrigxeHtn:

ANM_BFDF 00131310 (3143/01)

Bucota 2,8 -325mm 313 MM
MeToga aocnimxerHs:

ANM_BFDF_00131310 (3143/01)

lneHTUdiKayis BEPX MNoautneHo Mo3auTueHO
MeTton pccnigxeHHs:

ANM_BFDF_00131335 (3143/08)

OAHopianicTs Mack: Cepeana maca 163,4 - 180,6 mr 171,2 mr

{S8p.®, 2.9.5)
MeTon pocninxerns:
ANM_BFDF_00131310 (3143/01)

CropiHka1 a5

, \//"’Tfnu.!e AnA nirosoro
: ;BHKOpHCTElHHﬁ”EﬁQPS D2




t NOVARTIS

depma go PI-8099158 HokymenT Ne: FRM-8080878
Bepcia: 2.0
WabnoH CoA Nlenpasa CM
OineHuus Bunycky cepil: NeHpasa CM Bignin KorTtponw Axocri:
Jlex apmaueBsTUYHa KoMnaKis 4.4, Tpimniai 271 Canpoa C.P.N.
Beposwkcea 57 9220 Nenpasa Byn. liBeaeni, No7A, 540472
1526 NwGnana CnoBseHis Tupry Mypew, PymyHin
CnogeHin Ten. +386 (0) 2 577 3333  Ten.: +40 265 208 120
Ten,: +386 (0) 1 580 21 11 @akc.: +40 265 254 767
NiueH3ia Ka eupoBuryTeo: www.sandoz.ro

800-8/2020-5

CEPTU®DIKAT AHANI3Y

Bepcia 1.0 Darta: 12.02.2021
Hassa marepiany: AJTONYPWUHOM TAB 100MI” IH91 EY
Toprosa Hazea: AJTONYPUHON CAHAO3®
Cepin in bulk: KU0446
Ne matepiany in bulk; 608166
Ne cepii [N LC3208 faTta BUupoBHuUTRA: 07.2020
Ne marepiany Mo: 44019884 TepMiH npupaTHocTi:  06.2025
MoHerpadin TecTyBaHHS: NAT/MRP
PeecTpauliite noceiguyernns Ne: UA/9524/01/01
CTanpapTHuit 3pazok: 008200243691
TecTtun Bumoru PeaynbraTtu
OpaHopiaHicTs MacK: BIXMNBHHR DAMHKIHOT  Min. 18 TabneTkn £ 7.5 % Bignosinae
Macy

Maxc. 2 TaGnetrn + 15 % sip cepeaHsol Macy
MeTon gocnipkerHs:

ANM_BFDF_00131310 (3143/01)

Poantagaqya (Eep.®. 2.8.1) makc. 15 xs 4,0 xe
MeTtoa pocnigmenns:
ANM_BFDF_00131310 (3143/01)

Brpara B Maci npu BucywysanHi makc. 5,0 % 1,6 %
MeTon gocmigxenna:
ANM_BFDF_00131310 (3143/01)

KinkkicHe BU3HavuerHa anonypuHeny 85.0 - 105,0 mr/TaBneTxa 99 mr/TabneTka
{mritat.)

Meron LocnigxenHs:
ANM_BFDF_00131318 (3143/03)

Kinekiche BusHadeHHs anonypudony (%eiq 95— 105 % 99 %
3aHBLEHOM0 BMIiCTY)

MeTon HoCcnigKeHHn:

ANM_BFDF_00131318 (3143/03)

éﬂy'u.lé ans gincecro. :
CropiHka 235 f;‘ssqkopucxaﬂﬂﬂ ESOPS D2
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. NOVARTIS

dopma Ao PI-8099158

tia6nox CoA Nengasa CM

MokymerT Ne: FRM-8060878
Bepcis: 2.0

AinbHKUA BUNYCKY cepii;

Hex ®apmauerTuHa KoMAZHIS 4.4,

Beposwkoea 57
1526 MwBnana

CnoseHia

Ten.: +386 (0) 1 580 21 11
NiueHzis Ha BUpoBHULTEO:
800-8/2020-5

CEPTUDIKAT AHANI3Y

Nenpasa CM
Tpimnini 280
9220 Nekpasa
Cnoeedin

Ten.: +386 (0) 2 577 33 33

Bepcis 1.0

Biagin Kontpeorio Akocri:
Cangoa C.P.A.

Byn. llisezeHi, Ne7A, 540472
Tvpry Mypeuw, Pymynia
Ten.: +40 265 208 120
dakc.; +40 265 254 767
www.sandoz.ro

Aata: 12.02.2021

Haszga marepiany:
Toproea Haszea:

ANONYPUHON TAB 100MI 1H91 EY

ANONYPUHON CAHOO3®

Cepia in bulk; KU04486

Ne marepiany in bulk: 608166

Ne cepii FNo: LC3208 Hara eupoGuuyrea: 07.2020

N2 maTepiany MFNo: 44019884 Tepmin npugaTHocTi:  06.2025

MoHorpadia TecTysaHHsA: NAT/MRP

PeecTpauiiine noceiguennna Ne:  UA/9524/01/01

CraHpapTHui 3pasoxk: 008900243691

TectH Bumoru Pe3ynbraTn

P03‘-MHBHHF| 3a 20 MiH. piseHb 1 (1-  MiH. 75 % 93 %
H} (Q=75%)

MeTon AOCHIAMEHHS:

ANM_BFDF_00131311 (3143/02)

CynpoBigxi 4oMiLLKY: maxe. 0,2 % <0,1%

S-amiHonipason-4-kapBokcamiy

MeToa pocnigsenss:

ANM_BFDF 00131328 (3143/04)

CynpoBifHi AoOMiluky: Byab-akoro make. 0,2 % <01%

HecneludikoBaHoro npoayxry

poanagy

MeTon gocnigmenHs:

ANM, BFDF_00131328 (3143/04)

Cyma‘npopyxTis poanagy makc. 1,0% <01%

MeTon pocrigmeHHs:
ANM_BFDF_00131328 (3143/04)

Cropinka 3 135




N NOVARTIS

Popma Ao PI-8089158

Watnon CoA Nengasa CM

LHokymeHT Ne: FRM-8050878
Bepcia: 2.0

Ainbuuus sunycky cepii: Nenpasa CM
Nex dapmauesTruHa kKomnania a&4.  Tpimnini 2]]
Beposuikosa 57 9220 Nengasa
1526 Mobnana CnoeeHis

Cnoeexia

Ten.: +386 {0) 2 577 33 33

Ten.: +386 (0) 1 580 21 11
Niyersia Ha BupoBHUYTRO:
800-8/2020-5

CEPTUDIKAT AHAMI3Y

Bepcin 1.0

Binain Konrpomo Axocti:
Cangos C.P.N.

Byn. Niseseni, No7A, 540472
Tupry Mypew, Pymynia
Ten.: +40 265 208 120
Pakc.: +40 265 254 767
www.sandoz.ro

Hata: 12.02.2021

Hazea marepiany:

Toprosa Hasea:

Cepin in bulk:

Ne marepiany in bulk:

N2 cepii (Nd:;

N2 matepiany Mio:
MoHorpadpin TeCTYBaHHSH:
PeecTpauiiiie nocsiguenns Ne:
Cranpaprtavit 3spasok:

AITONYPUHOMN TAB 100MI" IHS1 EY
ANOMYPUHOI CAHAO3®

KU0446
608166
LC3208
44019884
NAT/MRP
UA/9524/01/01
008900243591

{lata BupoBHuuTRa:
Tepmin npugaTHocti:

07.2020
06.2025

3aransHe uncno aepoBHux
Mikpooprarismis: BaxTepil
MeTon nocnigxenHs:
ANM_MIBI_00264382 (3641/00)

3aransHe wscno aepobRrux
Mikpoopraxismie: Apiwaxkosi i
NNiCEHER] TpnBn

MeTon pocnimwenss:
ANN_MIBI_00264382 (3641/00)

Escherichia coli
MeToen gocnigkeHns:
ANM_MIBI_00264382 {3641/00}

Mpumirku:
(1) KoxHa 10-a cepis, oauu pas Ha pik

maxe, 1000 KyOur

Makc. 100 KO/

BigcyTHi / r

He poenimxysanoce (1)

He aocnigwysanoce (1)

He gocnigwysanocs {1j

CropiHka 43 5

s/ "Twue gris pinosoro
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. NOVARTIS

dopma fo PI-8099158 HAokymeHT No: FRM-8060878
Bepcin: 2.0
LWabnon CoA Nenpasa CM
AinsHuur Bunycky cepil: lNeHpasa CM Biaain Kontpomo Akoeri:
Jtek dapmalesTHa KOMnaHis 4.4 Tpimnini 211 Canges C.P.N.
Beposwkosa 57 9220 Jlerpaba Byn. Misezeni, Ne7A, 540472
1526 Nwbnana CnoeeHis Tupry Mypew, Pymywia
Cnogewia Ten.: +386(0) 2 577 3333 Ten.' +40 265 208 120
Ten.: +386 (0) 1 580 21 11 ®axc.: +40 265 254 767
TiueHsis Ha BUPoBHULTRG! www.sandoz ro

800-8/2020-5

CEPTUDIKAT AHANI3Y

Bepcia 1.0 Aata: 12.02.2021
Haszga martepiany: ANOMYPWUHON TAB 100MI" IH91 EY
Toproeza HasBa: ATNONYPUHON CAHOO3®
Cepin in bulk: KLUin446
Ne marepiany in bulk: 608166
Ne cepil FNag: LC3208 flaTta BupoBHuyrea: 07.2020
Ne marepiany MMa: 44019884 TepMiH npuaatHocTi:  06.2025
MoHorpadia TecTyBaHHs NATIMRP
PeecTpauiithe noceiguenns Ne: UA/3524/01/01
CraHpapTHuiA 3pasok; 008900243691

MinTeepamenHn:

Cepis Bianosinac MOHOTpadgit TecTyBaHHA. Takum HUHOM, NIATBEPAKYETLCA, 110 BULIEBKazaHa iHpopmauis

€ AOGTOBIPHOW | TOUHOH), | WO 3an1cK Npo nposedeHi ananisvw Gynu nepesipeti i BiANoBigaloTL cTanaapTam
GMP,

Ceprudikar nigrovosnenwii: Kianfar Lora
Hara; /enexkmponnud nidnue: 2021.02.12 10-03-31 +01°00Y

Bunyck cepii sozsoneno: Trost Zoran
Harta: £ enexkmporRul nidnuc: 2021.02.12 23:20:04 +01°00Y

B ﬂpoTo}{on pesynetatis. TecrysanHa BKH BUKOHZHO Ha 3APEECTPOBAHIA AineHULi Cangos C.P.JT., Tupry Mypeut, PymyHia

. fidiue ans ginosoro

CvopiHka 53 5 o VBUKOpUCTAKHA ESOPS D2
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JEPKIIIKCIIYIKEA
JAEPKABHA CJIVIKEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCLKIii OBJIACTI

npocniekt Banepis Jlo6anosckkoro, 5 I, M. Kuis, 03] 10, Ten/gaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Koz €IPTIOY 37078774

BHCHOBOK
NpPo AKICTHL BBe3eHOro B Ykpainy JiKapehLicoro 3acoby

22.03.2021 Ne 11307/21/10

AJIOOYPHHO.I CAHI03®

(HaliMenyBanns JKapCEkoro 3acoby 3rigHo 3 peecTpauiiinm TOCBIZYEHHsM)
Tadaerkn 110 100 mr; w0 10 Tabaerox y Gaicrepi; o 5 Guicrepip y KAPTOHHI Kopo6ui
(dbopma BUITYCKY, AO3YBAHH:, BHX TaKYBAHHS iKAPCLKOTO 3acoGy)

Homep peecrpaniitnoro noceimuenns UA/9524/01/01 CTPOK Aiil peectpauiitnoro nocsiruenns 01.01.2099

Cepis nikapcrxoro sacoGy Ne 1LC3209 Kinskicts BBesenoro AiKapeskoro 3acoby 3448

Bupo6uuk Jlex Papmanerrnuna komnamis I.4., Cnosenis

(Haitvenypanmy BHDOOHHKA NiKapCEKOre 3800y, xpaina NOXOIKEHHS)

Beeseno p Ypaimy

ToBapucrno 3 obMexenoro BiAMOBinaNLHicTIO "Caupmos Yxpaiua",
inenT. kon: 38419586

WO  MiKapcekui  3acis BBC3CHO B Vipainy 3
sikoeTi nikapesiix saco6is,

i q“'—"“\g("*“""“"’?“""“""""”"“"""’
Of DI JEPKABHOTO KO 00
Bl i o

-y

Ounexciit COJIOJIPAIA

(inivianu ta nipizBuie)




QcopMniero:;

Nex PapmauesaTrdta komnadia AR
Beposumosa 57

1828 Shobrisug

Cnosearia

Tere: +386 1 5802111

Pake.: +386 1 5683517

Wy ek s

JliveHain va supobamsTan:
B80C-8/2020-5

A MNovartis
Division

Ne: 1202212327

Ceprudikar BignosigHocTi

| Hasea Marepiany:
Toprizenuha Hazza:
Cuna giifakruanicTs:
Nikapebka dropma:
Tun ynakosku:
Poamip ynarosuu:

Ne Mavepiany:

Ne cepii Canpos:
flaTa BupoBHuuraa:
Tepwmin npngathocTi:
BupoSuunya AITbHULS:

Bunyex cepii:

TecTysanus:

f Kpalina-imnoprep:

| Yupaiua
L2 Kpalte e e

Komnaonenra:

i Haaga smarepiany:
} Mo mareplany:

3arancHa KifbricTe in buik:
BupoBauya OinbHuLs:

Cepist BupoSuuxa:

AROTYPUHOIT CAZ 100MT S0TAL YA
AJICTIYPUHON CAHAC3®
100 wr

TABNETKA

EMCTEP

5T x 10 WiT

440319884

LC3208

27-AN-2020
30-YEP-2025

NEK ®APMALEBTIIUNA
KOMMAHIA A8,

TPIMIIHI 28

8220 NEHOARA

Chosenin

FEK @APMALERTAYHA
KOMAIAHIA A4.

TPIMAIHI 213

9220 AEHIABA

Croseuis

CAHRO3C P

BYA. MIBESEH], Ne7A,
540472 TUPTY MYPELY
Pyxeynis

Howmep PeecTpaiitioro noceigYeHHsn:
UABS24/01/01

Tun sunyciy:

Hara sunycxy:
Kinekicre:

Howmep nigenzin

Howmep niyenaiv:

Homep nigensii:

OAA PUHRY

12-MGT-2021
3448 ¥
800-8/2020-5

800-8/2020-5

1oF

ANQMYPUHON TAL 0080 IH81 Y
808168 fiponyer in bulk Ne cepit
1364873 WT

CAHACA NPABRET RIMITELD, KANLBE
TTC IHOACTPIAR 30HA

KAINBBE KBAPTARN, CENALLE oITE

MILC, QIABHULIA Ne B-A/ i &8-B C/H

H/A

A00708 HABI MYMEBAIA
Iain
KUQ447

Cropirra: 172

I/r:;};

?:/? ﬂ . A
/”4% . /@%‘ by 1705 g 7

KUQ447

“CepTudizaT flanucano ENSKTROHHWUM DiANUCOmM BiAROEgHY

nignvcis Casnoa

o

S
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AOATaHABPTIE enerphtitx




Odropunenc: i
Nex ®apMaussTiia komnanis Ad.
Beposiukoss §7

1526 Hobrana

Crogexin

Ten.: +386 1 5802111

dare.: +386 1 5683517

www ek, si

Ne: 1202212327 Nizessia va erpoBuvursa:
800-8/2020-5

A Mavartis
Divigion

S

Ceptudikar BignosigHocTi

I'Hazea marepiany: ANONYPYHON CO3 100MT 50TAR YA i
Toproes naaea: ANONYPUHON CAHADR®
Ne marepiany: 44019884 Ne cepii Canpos: L.C3z08 |

TNonowennsn npo ceprudriKaning

U niateepmxyio, wo Hallana iHdopMalin ¢ ACCTOBIpHO | Toyna. Lis CEpin roToBOTO AMADCHKarD 3acoGy Oyna
BuroTosneng {(sxn:04Ho 8 YNIAKOBXOW/MAPKYBaHHAM) | XOHTPOREM SKOCT Ha J3IHAYEHEX AInbHALAX Limom siAnosigHo
AV SraraapTie GMP va signosiawno A0 2aveepaxenol creuwdikaui Peectpauiinore Hoose kpaHu-iMnoprepa.
Mporoxkony BapoBHUUTES, ynakoskm T aHaniTreHora TECTyBauHR Byny nepesipeni | MarsepEyeTECH T

BIANCBIANICTS CTangg pram GMP.

Komewrap no cepTudikary:

B npousci BupeOHULTEa | NMakYyBsaHHR He BURRNEHO BiYXUNeHs, wo 3gatHi BnnousyTE Ha BURYCK NipoayxTy,
Japeecrporanus posmip ynakossn: 10 Taéneroks BricTepl 5 BricTepis B kapToHhiE Kopobul

Bunyck cepii / Ceprudbikauyin suxonana Zoran Trost, Ynosuosanena ccoba

Bunyck cepiy/ Ceprudixauin Haraitac 12-RiOT-2021 7 22:27:08 BMY

fAara/Yac ohopmnennn ceprudikary 12-MH0T-2021 7222713 BKY

Cropitka: 242 *CepTudiizat nigrugang ENSKTROHHIAM NitnVcoM sianosinnn 5@"c}a}map‘%@éﬁgglne_'grpommx
rianmcis Cavsoa A B
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I NOvaRTIS

bopma fe PLEGES1SS Hotyyant Ne: FERM-8080878
Bepcig: 2.0
LUadnon CoA Neraasa CM
o Ainuswas sunyory cepit Dexpara G Biagin Kontponic Skosre
flex GapmMauspTiuHa KoMNaNg a4 Tomnidi 20 Carpoz C.PRL
Beposumwesa 57 922C Nernana Byn. Nisesedi, MNeTA, 540472
1526 IheBnang Crosenin Tupry Mypews, Pymynin
{inosesin Ter: +388 (L) 2 5773333 Ten. +40 265 208 120
Ten.: «386 {0) 1 580 21 11 Paxz. +40 265 254 767
Piyensia g BpchamiTeo: www,sandoz o
800-8/2020-5
) Bepcin 1.0 Hara: 12 02 20721
Haasa marepiany: ANONYPUHOR TAB 100MT 1491 EY
Toprosa Hazpa: ANONYPUHON CAHRO3®
Cepis in bulk: Kuga47
Ne matepiany in bulk: 808166
Ne cepii I'Tio: LC3208 fara supoBruiraa; 07.2020
Ne matepiany I'Tig: 44019884 Tepmin npuaardocth  06.2025
Monorpadpin recrysanns: NATMRP
Pecorpauifine nocBigyerna No: UA/SE24/0104
Cranpapruuniz 3pa3oK; 008900244087
Tectn Buwmorn Peaynararn
e e S
BOBHIWKIA Burnag Bini kpyrrd, gaoonyssi TaBnetios a PUCKDI0 3 Bigrosainae
Meroz aocnimwenns: GAHOTO Boky,
ANM_BFDF_00131340 (3143/01)
Hiamerp 7.9 —~83 MM 2.0
MeToR Aocniamenss;
ANM_BFDF_00131310 (3143/01)
Bucora 2,8—325 mm 3171 s
Maron acorigxenns:
ANM_BFDF_00131310 (3943/01)
tenTidikauin BEPY, Nosvrusne Nosuveann
WMeron goocninmenus:
ANM_BFDF 00131338 {3143/08)
OnropigricTs Macy: Cepepnn maca 1634 — 180,86 mr 170,23 mr
{€ap.& 2.9.5)
Merog pocrioKeHss:

ANM_BFDF_ 00131310 1314301

ﬁm;.;se:j:m'ﬁ;giiﬁqaam
BAkOPCT Ak ESOPS D2

Cropidka 135




! NOVARTIS

Dopma A6 PLB0SS1SS

WabBrion CoA Nevpasa CM

Horyment Ne FRM-BOS0878

Bepoin 2.0

Blnarsus Bunycwy cepii
flex dapuadesTives romaHn £.4.

Bepooiuwona 57
1526 Mofinana
Cnoseuin

Nenpzea CM

Tpitanisd 28

9225 Nexpasa

Chosesig

Ten; +386 (0) 2 577 33 33

Ten.: +386 {{) 1 580 21 11
Higensis wa supobinuuyrao:

800-8/2020-5

Biaain Konyponw Akocri:
Casinos C.P.JL

Byn. fimeseni, NeTA, 540472
Tupry Mypeuws, Pyraynis
Ten: +40 265 208 120
awc.: +40 265 254 787

WA SEROGZ.I0

CEPTU®DIKAT AHATI3Y

Bepcin 1.0

Oara: 12.02 2021

Hasea martepiany:
Toprosa wazsa:

ANOIYPUHON TAE 100MI 1HG4 EY
ANONYPUHON CAHAO3®

Cepis in bulk: KUG447

Ne marepiany in hulk: 608166

Ne ceplt [N 1.C3209 fata BupoBuuyrea: 07.202¢

Ne mareplany rfo: 44019884 Tepmin npupatrvocti:  06.2025
MoHorpathia Teetynarns: NATIMRP

Peecrpayifine noesinuesss Ne: UA/SS24/01101

CrangapTHuia apazox: 008800244087

Tecrn Bumorn PeayneTary
OpHopianicrs maou: BIAXUASHHA OOUHIHOT M. 18 TalneTan + 7.5 % Bianoaigae
MACK Maxc. 2 vafnetiv + 15 % Bif cepenHol Macnu

Meron pocninuerss:

ANM_BFDF_00131310 (2143/01)

Bosnapanns (Eep.d, 29.1} sarc. 15 xe 5,0 x8
Meron nocninwesim:

ANM_BFDF_D0121310 (3443/01)

Broats 5 maci npu BUCYUIYBaHH MaKe, 5,0 % 14%

MeTon pucrimrerns:
ANM_BFDF_00121340 {3143/01)

Hinsiicss ausnausHun anonypusony
{mrf1a6.}

MeTog nocriaxenns
ANMBFDF_00131318 {3143/03)

Kinukioke avanauenys anonypuuony {%eig
3EFBNEHOC aMicTy)

Meron asenimpyenss:

ANM_BFDF 00131348 {3142/03)

95,0 - 1050 mr/raSneTra

9F mMrfradneTsa

87 %

Cropiika 235

Nuwe ana ginoboro
Bugggg@éff&__ﬂHﬁ‘ﬁQOPS oz




Y NOVARTIS

Dopma o PLE0SI158

Wabnow CoA Fenpana CM

Hoxyment Ne: FRM-8060878
Bepeis 20

Aine e gunycxy cepii:

lerpana Ch

Bignin Kekrpomo HAkocth

ey GapwauesTuena womnann Ap Tphaninl 20 Casgos C.P.AO
Heposumosa 57 8220 Nevpass Byn. Disesent, Ma7A, 540472
1526 Moebnaua Crosenia Tiapry Mypew, Pyuynis

CnpBeHin
Ten: +388 {0) 1 568021 11
Niyensia va supcbuuurao:

Ten: +386(0) 2 577 33 33

Tern.. +40 265 208 120
®axc: +40 265 254 767
wWwna sandozrg

800-8/2020-3

CEPTU®IKAT AHANI3Y

Bepcin 1.0 Hara: 12.02 2021
Hassa mavepiany: ANONYPURON TAE 106MI” [HS1 EY
Toprosa Hazea: ATNICINYPUHOI CAHRBO3®
Cepis in bulk: KU0447
Ne mateplany in bulk: 808166
No cepif FRO; L.C3208 Aara BupoGuuyrea; 07.20620
Ne marepiany rio: 44019884 Tepwmin npuaartocti: 06.2025
Mokorpadin recrysanns: NAT/MRP
Pecorpauinne noceinvenns No: UAISS24/01/01
Craupaprunit 3pazox: 008900244067
Tecrtn Bumory N Pesynorars o
PosuuHerns 33 20 ains, piBenb 1{1-  wim 759 98 %
8 H) (Q=75%)
MeTon pocnigwenss;
ANM_BFDF_00131311 (3143/02)
Cyrposio aomitg: maxc. 0,2 % <0,1%
S-aax.{’Honipa3o.n-4v§§apﬁoxcam€g
MeTon Aocniguxens.
ANM_BFDF_00131328 (3143/04)
Cynposia aoMitwe Eylib-sgoro mMaxe, 0,2 % <0,1%
HECTBUMDIHOsaHOID THOUAYKTY
posnagy
Metan pecniaxenss:
ANM._BFDF_ 00131228 (3143134}
Cyma npogyerie posnany Maxe. 1,0% <0,1%

Mem,q_gomé,qmeﬁaﬁz
ANM_BFEF_ 00131328 {3143/043

A ‘e}{ngﬁiné?org'“?ﬁ"
KopueTanpa-BE0OPS 132

Cropisxa 335




Y. NOVARTIS

Dopma go P-8098158

Hiatnon CoA Newpass GV

Bokyment Ne; FRM-8060878
Bepcia: 2.0

Aineruus aunyoky cepii

flex GapmauenTHHE oMnania Ak
Beposiukona 57

1526 Nwdnana

Cnopewin

Ter.: +386 107 1 880 21 11
Fiuersia na supoBumirso:
880-8/2020-5

Flennasa CM

Tpimnini 283

B220 fewpnaas

Cronexin

Ten.: +386 {8} 2 577 3333

Bingin Kowrpomwe Rrogtiz
Canpos 0P JL

Byn [heesewi, Ne7A, 540472
Tupry Mypew, Pymyin
Ten.: +40 265 208 120
Paxe: +40 265 254 767
wway sandoz ro

CEPTUDIKAT AHAJI3Y

Bepein 1.0

Rara; 12.02 2021

Hazea matepiany:
Toprosa #azea:

ANIONYPUHOR TAB 100MT iHg1 EY
ANNORYPUHOM CAHOO3®

Cepis in bulk: Kuo447

Ne marepiany in bulk: 608166

N2 cepii I'No: Lca208 Hava eupobruurea;
Ne marepiany ITid:; 44019884 Tepmin npugarHocTi:
Nlonorpadin Tecrysanus: NAT/MRP

Peecrpauyiiine noceiguensst No: UAISE24/01/01

CrangapTHuil 3pasox: 008900244087

JaransHe yucno aspobrnx
MIKPOOPTraHiaMiB! Bagrepil
MeTon aoonipxesun:
ANM_MIB! 00264352 {3641/00)

SAFAMEHE YUGEN0 aepobhux
MIKDOOpranianin: Aplsmnosi |
nCeHeRi rpuby

Metog focnigmenss;
ANB_MIBI 00264382 (364100

Escherichia colf
Meron posaingmenns:
ANM_MIBI_ 00264352 {3641/00;

BigoyTsifr

Tipnmitiu
{1} Koz 10-2 cepin, onun paz Ha pix

07.2020
06.2025

saKc. 100G KvOrr

MERC, 100 KYQir

He pocairpsysanocs (1)

He pocnimpkysanocs (1}

He pocrigwysanons (1}

Cropivka 4 3 5

# 7 Flswe ans ainonoro
EHKgbucTaNNR ESOPS D2
R TR

B




U NOVARTIS

Dopma no PI-B0Se158 Aoxyment N2 FRM-8080878
Bepcia: 2.0
HHabron CoA Renpana CM _ o L
Binbruys sunyery capil Nespasa O Blaain Konrpomo Axoeri:
Jlek dapMayenTuHHa Komnamia A48 Telaniki 20 Cangos C RN
Baposiwukopa 57 9220 Newgass Byrn. Meesani, NeTA, 540477
1526 MoBanna Crcsenis Tupry Mypetn, Pyamyhia
Crnosewis Tan.: +386 0y 2 577 33 22 Ten. +40 265 208 120
Ten. +385 DY 18RO 21 11 Daxe.: +40 285 254 767
Tlilenais wa ANPOGHIMITRO; www.sandoz.ro

£00-8/2020-5

CEPTU®DIKAT AHANI3Y

Bepcia 1.0 Dara: 12 02 2021
Haama maTepiany; ANOTMYPUHON TAE 100MT 1H91 EY
Toprosa Hasea: ANOTYPUHOR CAHAO3®
Cepin in bulk: KUo447
Ne mavepiany in bulk: 608168
Ne copif MNd: LC3z20y fava supoBumyrea; 07.2020
Ne marepiany M. 44019884 Tepmin npuparnocri: 06,2025
Mouorpadis TECTYRBAHHA! NATMRP
Peecrpayiline noceinuensa Ne:  UA/S524/01/01
Craunapruup 3PA30K: 008300244087
— e

Hinrsepmxerns:

Cepriudixar MigroToBResul: Kanfar Lora
Hara: £ RNeXMPOHRLET Ridrue: 2021.02.12 10:08.28 +01'007

Bunyck copli gossoneno: Trost Zoran
ara: / enermponHl midnuc: 2021.02.12 23:26:54 +01°00y

o e T 3 O ot e T T T x . = P 3 e
FlosToron pesynbratia, TecTysamyn BKH svmonano & 3BPESCTRORANIA AiNurg CanpoaC.PI, Tupry Mynew, Pysmysain

ﬂw,u‘e ENR AinoBofe

Cropinka 515 BUKOrASTaRuR ESOPS D2
Rt ) ;‘E s':
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