74

SANDO

Ne: 0906231058

A Novartis
Division

Odropmneno:

INex dapmavesTMUHA KOMNaHia 4.4,

Beposwkosa 57
1526 Niwbnsna
CnoseHin

Ten.: +386 1 5802111
Paxc.; +386 1 5683517

www. ek, si

Nivexzia Ha BUPOBHULTEO:

800-16/2022-13

CepTtudikar BignosigHocTi

Ha3ga marepiany:
ToprisensHa Hasga:

NAHTACTPO 20MI™ 147PT B1 YKP
NAHTACTPO®

Cwna pilfakTUBHICTD: 20 MIr
Nikapckka opma: TABNETKW, TACTPOPE3UCTEHTHI
TN ynakoBKuW: BNICTEP
Po3Mip ynakosku: TWT x 14 WIT _
Ne Marepiany: 44067965 Tun Bunycky: CEPTU®IKALIIA CEPIT
Ne cepii Cangoa: NB8143
fara BupobHuurea: 11-NMKOT-2023 fata Bunycky: 08-YEP-2023
TepMiH npupaTHoCTI: 31-CIY-2026 KinbkicTe: 6759 YN
BupoBHuuTBO: JIEK ®PAPMALIEBTUMHA KOMNAHIA 4.4, Homep niuensii:  800-16/2022-13
TPIMIIIHI 21
9220 NEHOABA
CnioseHin
Bunyck cepii: JNEK ®APMALIEBTUYHA KOMIAHIA 4.0.  Homep niuensii:  800-16/2022-13
TPIMIIHI 24
9220 NEHOABA
CnoeeHin ]
TecTyBaHHs: CAHRO3 C.P.N. Homep niuensii:  10F
BYI. NIBE3EHI 7A
540472 TUPIY-MYPELL
PymyHin
Kpafva-imnoprep: Homep PeecTpauiitHoro noceingyenus:
YipaiHa UA/13512/01/01
KoMnoneHTn:
Haspa matepiany: NAHTOMPA3OM COATPT 20MI I'ETI CH €BP
N2 Marepiany: 42031379 [MpoaykT in bulk Cepis Ne: AA12720

BupoGHuya ginsHuys:

Bupobuua cepisa:

FEHBEOH INAK CAHAA BE TIKAPET .
IHOEHIO MAX. MEB3E MNACTIKLINEP OCE Ne2

ATATYPKBNB. 9. KADOE
FEB3E

41400 KOKAENI
TypeuunHa

AA12720

CropiHka: 1/2

*CepTudbikat  nignucano
eneKkTPoHHUX niankcis Canpoa

ENeKTPOHHAM

nignucom

f\\‘?&uf/c‘:lc 2o 0o %r7@'

BignoBigHO o

cTaHpapTis




. OdropmneHo:

SANDO gimgi\ga;{trs Tek GapmayesTU4Ha KOMAARIA 4.4.
BepoBwroea 57
15626 Ihobnana
CnoseHin
Ten.: +386 1 5802111
®akc.: +386 1 5683517
www el si

JNiyeHsia Ha BupobGHWLTRO:
Ne: 0906231058 800-16/2022-13

CepTtudikar BignosigHocTi

Hazea matepiany: MAHFACTPO 20MI" 28I'PT B1 YKP
Toproea Ha3Ba: NAHFACTPO®
Ne matepiany: 44067965 N2 cepii Canpgoa: NB8143

MNonoxenHs npo cepTudikauio

Lvm nigTeepmpkyio, WO HagaHa iHdopMallis e AOCTOBIPHOI | TOMHOI. Ll cepis roToBoro nikapcobkoro 3acoby
Byna suroToBneHa {BKIOUYHO 3 YNaKoBKOIO/MAPKYBAHHAM) | KOHTRONEM SKOCTI Ha 3a3HaYeHMX AiNbHULAX
uinkom BignoeigHo fo craHaapTie GMP Tta BiZMOBIOHO A0 3aTBEpOMEHOI cneynchikauil Peectpauititoro Jocbe
KpaiHu-iMnopTepa. MpoTokonn BWUpoBHULTBA, YNAKOBKA Ta aHaniTMMHOrO TecTyBaHHA Bymn nepesipeHi i
NigTBEPAXKYETLEA iX BiANOBIOHICTD crangaptam GMP.

KomenTap go ceprudikary:

B npoueci BUpobhuuTEa | HakysaHHA He BUABNEHO BIAXUNEHb, WO 38aTHI BNAUHYTK Ha BUNYCK MPOayKTY.
3apeescTpoBaHWil pO3MIp YnakoBKW: 14 TaBneTok B BricTepi; 1 6nicTep B KAPTOHHIN KOPOBLYi.

IHcbopmMaLis npo amitn 3 Beanewd: 1607574

Bunyck cepii / Ceptuchikauin BuKoHaHa: Danilz Benko, YnoeHoBaxeHa ocoba

Bunyck cepii / Ceprudikauia fQata/Mac: 09-\EP-2023 / 08:57:17 BKY

Aara/Mac opopmnennn ceptudikary: 09-YEP-2023 / 08:58:10 BK\Y

CTopinka; 2/2 *CepTudikaT  nianMcaHo  eneKkTPaHHUM niAnMCOM  BiAnoBigHO A0  cTaHaapTis

eNekTpoHHUX nignwcie CaHgoa




, NOVARTIS

®opma no PI-8099158

Wa6nou CoA Aennaga TB

Dok, Ne: ®PM-8060878
Bepcis: 2.0

AinbHuus BUNyCky cepii:

Jlek dapmalesTiiHa komMnakis 4.4,

Beposwkosa 57

1526 NMobnana

CnoeeHis

Ten.: +386 (0) 1 580 21 11
NiueHaia Ha BUPOBHULTRO;
800-16/2022-13

NeHaasa TBEPAI Nikapcbki dopmm
Tpimnini 2 [,

9220 leHpaga

CnoeeHia

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

CEPTU®DIKAT AHATI3Y

Binain Koutponio AxocTi:
CaHnos C.P.N.

Byn. NizeagHi, Ne7A, 540472
Twvpry Mypew, PymyHia
Ten.: +40 265 208 120
PaKc.: +40 265 254 767
www,sandoz.ro

Bepcia: 1 Hara: 05.06.2023
Hazpa matepiany: MAHFACTPO 20MI 14IPT B1 10A
ToproBa HasBa: NAHFACTPO®
Cepisa in bulk: AA12720
N2 matepiany in buik; 42031379
Ne cepii FNd: NB8143 Oata BupoBHuuTEa: 02.2023
Ne matepiany I'Nd: 44067965 Tepmin npupgatHocti:  01.2026
CrarTa TecTyBaHHs: NAT/; MRP/DCP
Homep PM: UA/13512/01/01
KoHrponbHa cepis Ne: 008900309425
TecTu Bumoru Pesynwtaru
30BHILWHIN BArARAg »KoBTi, oBanbHi, TabneTkw, BKPWTI 0B0NOHKCHD Bignosaigae
MeTton pocnimxerns:
ANM_BFDF_00132350 (3177/01)
Hosxnra (NpnGnuano 8,9 Mm) - 8,8 Mmm
MeToa, gocnigeHns:
ANM_BFDF_00132350 (3177/01)
WnpuHa (mpubnnaHo 4,6 mm) - 4.6 mm
MeToa pocrigmenHs:
ANM_BFDF_00132350 (3177/01)
laeHTuikauia (BEPX-kinbkicHe PisHMUA B Yaci yTpuMaHHs nika naHToNpa3ony B MoantueHo
BU3HAYEHHA} AOCNIAXYBAHHOMY PO3YMH | nika 3pasky &
MeTog pocninasxeHns: CTaHAAPTHCMY PO3YMHI BignoBigae < 2%
ANM_BFDF_00132517 (3177/06)
laeHTUchikaLia {BEPX-cynyTHi A0MILIKK) PisHuLS B Yaci yTpuManna nika nasTonpasony s MoantueMo
MeTop aochigxeHHs: AOCIIAKYBAHHOMY PO3UMHI | nika apasky B
ANM_BFDF_00132506 (3177/04B) CTaHAapTHOMY PO3YKHI Bignosigae < 2%
OfHOpIaHICTL A030BaHMX OAMHWUE! Bignosinae Cep.@. 2.9.40 Bianoeigac

(0AHOPIAHICTE BMICTY)
MeTon pocnifxenHs:
ANM_BFDF_00132366 (3177/03)

Cropitka 13 4

TinsKW QA BUKOPUCTAHHS
Gisnecy » €CONC 02




Uy NOVARTIS

P®opma go PI-8099158

Wa6nou CoA Nenpaga TB

Hok. Ne; ©PM-8060878
Bepcia: 2.0

Hazea matepiany:

MAHTACTPO 20MI" 14IPT B1 IOA

Toproea HazBsa: NAHFACTPO®

Cepin in bulk: AA12720

Ne maTepiany in bulk: 42031379

Ne cepil FNo: NB8143 Hata Bupo6HULTBa: 02.2023
Ne marepiany MrnNo: 44067965 Tepmin npupatHocTi:  01.2026
CTaTTA TecTyBaHHA: NAT/; MRP/IDCP

Homep PI: UA/13512/01/01

KoHTponbHa cepis Ne: 008900309425

Tectu Bumorn PesynbTaru
Posnagansn Binnosipae €rp.®. (apantosana) MNpuiaHaTHO

MeTtea pocnigxerns:
ANM_BFDF_00132350 (3177/01)

PosunHenks nanTonpasony yepea 30 xe. B
Gydepi pH=6.8 (Q=75% Bip, 3as8neHoro
BMICTY) - €8p.®. (agantosaHa)

MeToa pocninxeHHs:
ANM_BFDF_00132513 (3177/05)

PoauvHeHHs NaHTonpasony Yepea 30 xe. 8
Gydepi pH=6.8 (Q=75% Big 3asBneHOrO
BMICTY)

MeTog nocninxenys:
ANM_BFDF_00132513 (3177/05)

Po3aunHerHA — MiHiManbHe aHaveHHs
MeTtog gocnigmenna:
ANM_BFDF_00132513 (3177/05)

POsuMHEHHA — MaKkCUManbHe 3HaYeHHs
MeToa aocnigxenHs:
ANM_BFDF_00132513 (3177/05)

MacTpopeancrenTHicTs (2 90% Big
3aABNEHOIO BMICTY) —
€8p. 0. (apanTosana)
MeTvoa gocnigwenHs:
ANM_BFDF_00132358 {3177/02)

FacTpopesucreHTHiCTb (2 90% Big
32RBIEHOTO BMICTY)

Meron aocnigxetns:
ANM_BFDF_00132359 (3177/02)

[aCTPOPE3NCTEHTHICTE — MiHIMANbHE
3HaqEHHKSA

MeToa pocnigxeHns:
ANM_BFDF_00132359 (3177/02)

FacTPOPE3NCTEHTHICTL — MaKCUManbHe
3HaYEHHA

MeToa AocnigkeHns:
ANM_BFDF_0013235% (3177/02)

Cynpoeinxi fomiwiw (BEPX): Jomiwka A
MeTon gocnineHHs:
ANM_BFDF_001325086 (3177/04B)

Mae signosigaTn

MiH. 75 %

Mae Bignosigatn

Min 90 %

Makc 0,5 %

Bianosigae sumoai

101%

98%

102%

Bignoeigae sumoai

96%

94%

96%

0,1%

Cropika 2 3 4

TiNkKkn ANsT BAKOPUETAHHA
Giznecy « €CONC 02




Uy NOVARTIS

%Popma go PI-§099158

Wabnon CoA Nenpasa TB

Hok. Ne: ®PM-8060878
Bepcia: 2.0

Hasga matepiany:

MAHFACTPO 20MT 14TPT B1 KOA

Toproea Haasa: NAHFACTPO®

Cepia in bulk: AA12720

Ne maTepiany in bulk: 42031379

Ne cepii TNo: NB8143 HAata BupobGHuuTBa:  02.2023
Ne matepiany MrNo: 44067965 Tepmik npupatHecti:  01.2026
CraTTA TecTyBaHHA: NAT/; MRP/DCP

Howmep PM: UA/13512/01/01

KoHTponbHa cepisi Ne: 008900309425

Tectn Bumorn PesynbtaTtn
CynposigHi aoMiwku (BEPX): Domiwka B £03% <0,1%
MeTopn pocrigXenHs:

ANM_BFDF_00132506 (3177/04B)

CynposinHi nomiwku (BEPX): fAomiwka D+F < 0,5% <0,0%
MeTon gocnigkeHHs:

ANM_BFDF_00132506 (3177/04B)

CynposigHi gomiwxn (BEPX): Oxpemoi <0,2% 0.0%
HEBIAOMOT SOMIWKN

MeTon focnigxerHs:

ANM_BFDF_00132508 {3177/04B)

CynpegigHi gomiwkn (BEPX): Bewboro <1.0% 0,1%
AOMILIOK

Metoga pocnigxerns:

ANM_BFDF_00132506 (3177/04B)

KinexicHe sustavenns (BEPX) (sin 95,0 - 105,0% 96,6 %

38ABNEHOr0 BMICTY naHTonpaszony)
MeToa nocninxeHHs;
ANM_BFDF_00132386 (3177/03)

3aranbHe Yueno aepoSHmx MikpoOpraHiamie
(TAMC) He GinbLue Hix 10? KYO/r

MeTton gocnigxenHs:

ANM_MIBI_00263598 (3641/C)
PO34YUHeHHR 1/10

BaranbHe yicno APKAKOBUX | NNiceHesnx
rpubie (TYMC) -He GinbLue Hix 102 KYO/r
MeToa aocnigxeHHs:
ANM_MIBI_00263598 (3641/C)
po3tuHEeHHs 1/10

Escherichia coli

MeTon gocnigmenns:
ANM_MIBI_D0263598 (3641/C)
PO34YnHENHA 1/10

IneHTudbikavis Tutany Aiokengy (E171)
{konbopoBa peakLjs)

Mevon gocnigxeHns:
ANM_BFDF_00132517 (3177/06)

makc. 2000 KyQ/r

marc. 200 KYO/ITr

BigcyTha/r

YTBOP@HHA XOBTOrD/OpaHXeeoro KOSILOPY

He incnektysanocs (1)

He iHcnekTyBanock (1)

He iHcrekTyBanock (1)

He incnexktysanock (1)

CropiHka 33 4

Tinbkn 4Ns BUKOPWUCTaHHA
BizHecy « €COMC 12




Hox. Ne: DPM-8060878

(!) N OVARTI S Bepcin: 2.0

$opma go PI-8099158
Wadnon CoA Neypasa TB

Hazpa matepiany: NAHCACTPO 20MTI 14IPT B1 IOA

Toproea HaBa: NAHFACTPO®

Cepin in bulk; AA12720

Ne maTtepiany in bulk: 42031379

Ne cepii [d: NB8143 Jarta BupoBHuUTEa: 02.2023
N2 matepiany I'No: 44067965 Tepmid npugatHocTi:  01.2026
Crarra TecTyBaHHs: NAT/; MRP/DCP

Homep PM: UA/M3512/01/01

KoHTponkHa cepia Ne: 008900309425

TecTtu Bumorn PeaynbTtaTk
laeHTnehikayia XiHoniHoBOro XoBTWA (E104)  Yac YTPUMaHHA TeCTy Ta CTaHgapTy He iHcnextysanoct (1)
{BEPX) (konwopoea peakyia) NOPIBHIOKTECA

MeTog AochigXKeHHs:
ANM_BFDF_00132517 (3177/06)

[AeHTUdiiKauist 3aniaa oKou KOBTURA (E172) 3abapbneHHs opraHiYHoro Lapy e poxernid konip  He fHcnexTyeanocs (1)
{BEPX) {peakuin a) (konboposa peaxLiia)

Merog pocrigxerHs:

ANM_BFDF_00132517 (3177/06)

laeHTUchikauin 3anisa okcKg KOBTUH (E172) HYepsoHe aaBapeneHHs 3HuKae ' He iHcnexrysanock (1)
{BEPX) (peakuja b) {konwopora peaxuia)

MeToa aocnigxeHHs:

ANM_BFDF_00132517 (3177/08)

MpymiTicn:
(1} Nepwi 2 cepil, Ak mMiHiMym LOPCKY

MigTeepoxexns:

Cepin Bigonosigac TECTOBOMY nNpOTOKONY. Takum YMHOM, nNigTBEPOXYETLCH, wWo BHWEBKazaHa iHdopmMalin €
AOCTOBIPHOIO | TOUHOW, | WO 3anueK npo npoBeaexi ananian Gynu nepesipeni i BignosinaroTe cTaHgaptam GMP.

CepTudbikar nigrorosnenwii: Jerebic Tamara :
flaTa: 05.06.2023 / enekmpoHrHud midnuc: 05,06.2023 13:24:44 +02'007

Bunyck cepil possoneno: Benko Danila

Oara: 09.06.2023 / efekmponyutl nidnuc: 09.06.2023 10:55:28 +02'00/
Fedochenko Szt
e

MpoTokon pesynbTatie. TecTysaHHs BKA sukohano Ha 3apeecTpoBaHiv AintHuui Canaoa C.P.J1., Tupry Mypew, PymyHis

Tinkkn ANs BUKOPMCTAHHA
CropiHka 4 3 4 Gisrecy « €COMC A2




