AEPIKABHA CJIYVIKBA 3 JJIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

npocniekT Banepis Jlobanosekkoro, 51, M. Kuip, 03110, ten/akc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox CJIPTIOY 37078774

BUCHOBOK
PO SIKiCTH BBE3€HOr0 B YKpainy Jdikapenkoro 3acoby

30.06.2023 Ne 30968/23/10

ITAHT'ACTPO®

(natiMenyRarHs NiKApCHKOTO 3acoBy 3TigHO 3 peccTpaniinum TIOCBIAMEHHAM )
Tabierku ractpopesucrentHi no 20 mr; no 14 TaGnertok y Gaicrepi, no 2 Oaicrepn B
KapTOHHiill Kopolui

(dhopma BrIycKy, n03yRANHS, BUA MTAKYBAHHA TiKAPCEKOTO 3ac06y )
Homep peectpauiitnoro nocsimuenns UA/13512/01/01 crpok ail peectpauisinoro nocsiguenna 01.01.2099
Cepia nikapcskoro zacoby Ne NB8135 KinskicTe BBe3EHOrO TiKapcekoro zacody 27960

BupoSuuk JIek dapmaiieBTHuHa KOMIaHis 4.1., CIOBeHis

(ativenypans supolHUKA TKAPCEKOTO 33000y, KPaiHa IOXOIKEHHN)

Beeseno B Yxpainy ToBapucTBo 3 06MexeHoI0 BignoBiaabHicTO "Cannos Ykpaina",
inenr. kog: 38419586

(naiivenysanag Ta koa 3a €JIPITIOY ropuanaHoi 0co6H abo npizsue, iM'a, 10 Garekosi dispanol
0cobn - mignpueMud, i MicLie TPOMKMBAHAS Ta peccTpaLiHumii HOMEp 00HIKOBOT KAPTKY IUIATHHKR
noAarkip afo cepif Ta HOMEp nacnopra)

Hporokoa eisyansHoro xeurpomo six 29.06.2023 N: 1995/9,

3a  pesymeTaraMu AEPKABHOFO KOHTPONIO BCTAHOBINIEHO, IO JiKApehKHil 3aci6  Beeseno m VEpaiHy 3

AOTPHMAHHSM BUMOr 3aKOHOIABCTBA UI0H0 3a0eaneuenns AKOCTi JiKAPCHKHX 3aCO0IB.

Ipuna [IATIAMAP

{ninmnc) (iniziai ra npizeume)




<

; Odropmneno:

SANDO giﬁgﬁ{t’s Nex dapmauesTMyHa KoMnaHis A.4.
Bepoeiukoea 57
1526 Mobnsxa
CnoseHin
Ten.: +386 1 5802111
Dake.: +386 1 5683517
www.lek si

Nilensis Ha srupoBHULTBO:
Ne: 0906231047 800-16/2022-13

CepTudikar BignosigHocTi

Hasea Mmarepiany: NAHTACTPO 20MI 28IPT B1 YKP
TopriBensHa HazBa: NAHFTACTPO®
Cuna plifakrnBHicTo: 20Mr

llikapcbKa hopma: TABNETKW, FACTPOPE3WUCTEHTHI
Tun ynakoBku: BRICTEP
Poamip ynakoekm: 2WT x 14 WIT
Ne Martepiany: 44067964 Tun Bunycky: CEPTU®IKALIA CEPIT
Ne cepii Cangos: NB8135
Data BupoGuuuTEa: 11-MOT-2023 HAaTta Bunycky: 09-1EP-2023
Tepmin npugaTHocTi: 31-CM-2028 KinokicTh: 27960 ¥N
BupoBHuureo: NEK ®PAPMALEBTUYHA KOMNAHIS A.4. Homep niyensii:  800-16/2022-13
TPIMNIHI 24
9220 NEHOABA
CnogeHis :
Bunyck cepii: NEK ®PAPMALIEBTUYHA KOMMAHIS O.0.  Homep niuensii:  800-16/2022-13
TPIMNIHI 21
9220 NEHOABA
CrioBeHin
TectyBaHHs: CAHOO3 C.P.N. Homep niuensii:  10F

BYN. NIBE3EH! 7A
540472 TUPTY-MYPELL

PymyHin

Kpaina-imnoprep: Homep Peectpauiitoro nocsigueHns:
Ykpaina UA/13512/01/01
KomnoHexTH:
Hazma martepiany: MAHTOMPA3ON COL IPT 20MI TETI CH €BP
Ne Matepiany: 42031379 MpoayxT in bulk Cepin Ne: AA12720
BupoGHuya ginbHuus; MEHBEOH INAK CAHAW BE TIKAPET

IHOEHIO MAX. FTEB3E MACTIKUINEP OCE Ne2

ATATYPKEJB. 9. KADAE

FEG3E

41400 KOKAE!

TypeudmnHa
Bupo6Hua ceplisi; AA12720
Cropivka: 1/2 *Ceptudpikat  mignucaHo CNeKTPOHHWM  nignucom  eignosiano  go cTaHpapTie

ENeKTpoHHKUX nignucie Caxgos

e o0 et os @4%#




. OdopmMmneHo:
SANDOZ éi\l:igi\éegtas Jlex ®apmaueBTiyHa koMNaHis a.4.
Beposukosa 57
1526 MioBnana
CnoseHin
Ten.: +386 1 5802111
Pakc.: +386 1 5683517
www.lek si

NiyeHsia Ha sypoSHuYTBO:
Ne: 0906231047 800-16/2022-13

CepTudikaT BignosigHocTi

Hazpa marepiany: MAHFACTPO 20MF 28IPT B1 YKP
Toproea HasBa: MAHFACTPO®
Ne marepiany: 44067964 Ne cepii CaHpgos: NB8135

Nonoxenun npo ceprudikadiro

Lium nigTeepaxyio, Wo HagaHa iHdhopMaLlist € 4OCTORIPHOIO | TOYHOIO. Lis cepis roToBoro nikapesbkoro 3acoby
Oyna BUroTOBreHa (BKNIOYHO 3 YNaKoBKOI/MAPKYBAHHSAM) | KOHTPONEM SIKOCTI HA 333HAYSHUX AinsHULSAX
uinkoM eignoeigHo Ao cTaHaapTis GMP Ta BignNoBiaHo OO 3aTBEpIKEHOT cneumdikauii Peectpauiinoro Jocke
KpaiHu-iMnoptepa. Mpotokonu BUpoBHUUTEA, YNakoBKW Ta aHaniTUYHOTO TecTyBaHHa Gynu nepepipeHi |
MATBePIXYETHCA IX BiHNOBIAHICTE craHgaptam GMP.

KomenTap no ceprudikary:

B npoueci BupoGHULTEa | NakysaHHs He BUSBMNEHO BIAXWUNEHb, LI 34aTHI BNAWHYTW Ha BUNYCK MNPOAYKTY.
3apeecTpoBaHui posmip ynakosku: 14 TabneTok B BnicTepi; 2 GnicTep B KApTOHHIi kopobui.

IHchopmavist npo aminv 3 Gesnexu: 1607574

Bunyck cepii / Ceptudikauin sukoHana: Danila Benko, YnosHoBaxeHa ocoba

Bunyck cepii/ CepTudikania Jara/Yac: 08-4YEP-2023 /1 08:46:27 BKY

Aara/Mac ocropmnents cepTudikary: 09-4EP-2023 / 08:47:07 BKY

CTopiHka; 2/2 *Ceptudiikat  nignvcaHo SMeKTPOHHUM  nignMcoM  BipnosigHo a0 craHaapTie

€MEeKTPOHHMX nignucie Cangos




Uy NOVARTIS

dopma go PI-3099158

LWa6non CoA NMenpasa TB

Hok. Ne: ®PM-8060878
Bepcia: 2.0

RiNcHALA BUNYCKY cepil:

Jlex PapmaLeBTUIHA KOMMNAHIA 4.4,
BeposLukosa 57
1526 Jiobnana

CnoseHia

Ten.: +386 (0) 1 580 21 11
INiueHsia Ha BupoBHULTBO:
800-16/2022-13

JleHnasa Teepai nikapcski dropmm
Tpimnini 2 1,

9220 Nexpasa

Cnoeettis

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

CEPTU®DIKAT AHANI3Y

Bigain Konrponwoe Akocri;
Canpos C.P.J.

Byn. Nieeseni, Ne7A, 540472
Tupry Mypew, PymyHin
Ten.: +40 265 208 120
daxc.: +40 265 254 767
www.sandoz.ro

Bepcis: 1 Hfara: 01.06.2023
Haisa matepiany: NMAHIACTPO 20MTI 28IPT B1 HOA
Toprosa HasBa: NAHTACTPO®
Cepis in bulk: AA12720
Ne matepiany in bulk: 42031379
Ne cepil [N®: NB8135 Hara BupoBHuuTBa; 02.2023
Ne matepiany MN®: 44067964 Tepmin npugaTtHocTi:  01.2026
CTaTTA TecTyBaHHA: NAT/; MRP/DCP
Homep PMN: UA/M3512/01/01
KoHTpontHa cepis Ne: 008900309425
Tectn Bumoru PezynbTatin
SOBHILUHIA BUrNAL XoeTi, oBansHi, TaBneTky, BKPUTI 06oNoHKO Bignosipac
MeTon gocnigeHHs:
ANM_BFDF_00132350 (3177/01)
Aowxunna (npubrmnaHo 8,9 mm) - 8,8 MM
MeToa pocnimxeHHs:
ANM_BFDF_00132350 (31 F7101)
Lupmna (npuGmaro 4,6 mMm) - 4.6 MM
MeToa nocnigxeHns:;
ANM_BFDF_00132350 (3177/01)
laeHTudikauin (BEPX-kinbkicHe PisHuua B Yaci yTpumanHs nika NaHTOMNPa3onNy B MoznTueHo
BA3HAUEHHA) DOCNIAKYBAHHOMY PO3UMH | Mika 3paaky B
MeTtop aocnipxenHs: CTaHpapTHOMY po3duHi BignoBinae < 2%
ANM_BFDF_00132517 (3177/06)
laermudbikauis (BEPX-cynyTHi OOMILLKK} PiaHuuA B Yaci yrpumasHs nika naHTonpasony s MosuTneHo
MeTon pocnigxeHHs: A0CNifxyBaHHOMY PO34MHI | nika 3pazky B
ANM_BFDF_00132506 (3177/04B) CTaHAAPTHOMY PO3duHi BigNoBinae < 2%
OaHOpigHICTE A030BAHNX 0AUHMLL: Bignoeigae Epp.®. 2.9.40 Bignoeigae

(onHopigHicTs BMiCTY)
MeTon pocnigmenHs:
ANM_BFDF_00132366 (3177/03)

CropiHka 1 3 4

TineKkM A4NA BUKOPUCTAHHSA
GisHecy « €ECOMNC A2




) NOVARTIS

Popma no PI-8099158

WabnoH CoA Nennasa TB

Aok. Ne: ®PM-8060878
Bepcia: 2.0

Hasea matepiany:

NAHIACTPO 20MI™ 28IPT B1 DA

Toprosa HasBa: MAHFACTPO®

Cepin in bulk: AA12720

Ne matepiany in bulk: 42031379

Ne cepii TN®: NBE8135 Aara supobunurea:  02.2023
Ne matepiany FNd: 44067964 Tepmin npupatHocti:  01.2026
CratTsa TectyBaHHA: NAT/; MRP/DCP

Howmep PII: UAM3512/01/01

KoHTponkHa cepis Ne: 008900309425

Tectun Bumorn Peiynbratu
PosnapnaHna Bignosinae Cep.9. (aganTosana) MpwiHaTHO

MeToa AocnigxeHHs:
ANM_BFDF_00132350 (3177/01)

PoaunHends navTonpasony uepes 30 xg. B
Byepi pH=6.8 (Q=75% Big 3asBneHor0
BMICTY) - €8p.®. (aganTosana)

MeToa gochigxedHs;
ANM_BFDF_00132513 (3177/05)

PaaunHends naHTonpasoeny yepes 30 xs. &
Cydpepi pH=6.8 {Q=75% sig, 3aseneHoro
BMICTY)

MeTog pocnigxeHHs:
ANM_BFDF_00132513 (3177/05)

PO34MHEHHS — MiHiMaltbHe 3HAYeHHR
MeTon gocninsxeHHs:
ANM_BFDF_00132513 (3177/08)

PoaunHeHHs — makcnmanbHe 3HavYeHHS
MeTopn nocrigxenHs:
ANM_BFDF_00132513 (3177/05)

l'acTpopesncreHTHicTs (= 90% Bia
32ABNEHOIO BMICTY) —
€8p.9. (ananTtobana)
MeTog aocnigpxeHHs:
ANM_BFDF_00132359 (3177/02)

lracTpopeancTeHTHICTL (2 90% Big
3afABNEHOro BMICTY)

MeTon nocnigxeHns:
ANM_BFDF_00132359 (3177/02)

FacTpopesucTeHTHICTL — MiHiManeHe
3HaYeHHA

MeToa pocnigkerHs:
ANM_BFDF_00132359 (3177/02)

[acTpopeancTenTHicT: — MakcumanoHe
3HaYeHHA

MeTon zocnimxenHs;
ANM_BFDF_00132359 (3177/02)

CynposigHi nomiwrkm {BEPX): Domiwika A
MeTog gocnigxeHHs:
ANM_BFDF_00132506 (3177/04B)

Mae Bignosigatu

Min. 75 %

Mae signosigatu

Min 90 %

£05%

Binnosigae sumoai

101%

98%

102%

Bignoeinae sumMosi

96%

94%

96%

0,1%

Cropinka 234

Tinbkin ANA BUKOPMCTAHHA
BisHecy « ECONMC 02




Uy NOVARTIS

®opma no PI1-8099158

Wa6noH CoA JNleHgasa TB

Hox. Ne; ®PM-8060878
Bepcis: 2.0

Hazpa martepiany:

NAHFACTPO 20MI 28I'PT B1 I0A

Toprosa HazBa: NAHFACTPO®

Cepia in buik: AA12720

Ne matepiany in bulk: 42031379

Ne cepii MMd: NB3135 HaTa BupoGHMUTRA: 02.2023
Ne mMaTepiany IMo: 44067964 Tep™miH npuaatHocTi:  01.2026
CrarTs TecTyBaHHs: NAT/; MRP/DCP '

Howmep P: UA/13512/01/01

KoHTponsHa cepin Ne: 008900309425

TecTu Bumorn PesynbraTu
CynposigHi aomiwikm (BEPX): Jomiiuka B <03 % <0,1%
MeToa pocnifxeHHs:

ANM_BFDF_00132506 (31 77/04B)

CynposigHi aomikm (BEPX): Jomiluka D+F < 0.5% <0,0%
MeTon nocnigxenua:

ANM_BFDF_00132506 (31 77/04B)

CynposigHi gomikn (BEPX): Okpemoi <02 % 0,0%
HeBIfOMOT fOMILLKK

MeTog, focnigmeHHs:

ANM_BFDF_00132506 (3177/04B)

CynpoBigHi gomiluku (BEPX): Beworo £1.0% 0.1%
JOMiLLIOK

MeToa nocnigxenns:

ANM_BFDF_00132506 (3177/04B)

KinbkicHe BuaHavueHHs (BEPX) {Bin 95,0 —105,0% 96,6 %

3asiBMEHOrO BMICTY naHTonpasony)
MeTon aocninxenuHs:
ANM_BFDF_00132366 (3177/03)

3aransHe uicno aepobHUX MiKpOOpraHiamis
{TAMC) He 6inbLe Hix 10° KYO/r

MeTop aocnigxeHHs:

ANM_MIBI_00263598 (3641/C)
poauuHenrs 1/10

3aransHe Yucno ApiXaKoBMX | NniceHeBUx
rpubie (TYMC) -He GinbLue Hix 10?2 KYO/r
Meroa mocnipxenns:
ANM_MIBI_00263598 {3641/C)
PO34YUHEeHHA 1/10

Escherichia coli

MeTog pocnigxenHs:
ANM_MIB|_00263598 (3641/C)
PO34UHEHHA 1/10

laeHTUdikayis Tutany aiokchnay (E171)
{xonbopoea peakyis)

MeTog nocninkenns:
ANM_BFDF_00132517 (3177/08)

makc. 2000 KYO/r

Makc. 200 KYO/r

BigcyTthasr

YTBOPEHHS KOBTOrO/OPAHMKEROrO KONLOpyY

He increxTysanocs (1)

He iHcnexTysanoce (1)

He iHcrekTyBanock (1)

He incnekTyBanocs (1)

CropiHka 3 3 4

TinbKK ANA BUKOpUCTaHHA
BizHecy » ECOMNC 02




[ok. Ne: ©PM-8060878

) NOVARTIS

Popma po PI-8099158
WabnoH CoA lNewpaea TB

Hazpa matepiany: NMAHFACTPO 20MF 28I'PT B1 I0A

Toprosa HazBa: NAHFACTPO®

Cepis in bulk: AA12720

Ne maTtepiany in bulk: 42031379

Ne cepii FN®: NB8135 dara BupoBuuyTEa: 02.2023
Nz matepiany MMo: 44067964 TepmiH npugaTHocTi;  01.2026
CratTa TecTyBaHHA: NAT/; MRP/DCP

Homep P1: UA/M3512/01/01

KonTponkHa cepia Ne: 008900309425

Tectn Bumorwu Peaynetartu
laeHTudbikauis XiHonitosoro xosTuit (E104) Mac YTPUMaHHA TECTY Ta CraHgapTy He iHcnektysanock (1)
(BEPX) (konboposa peakuis) NOPIBHIIOTHCA

MeTop aocnigxeHHs:
ANM_BFDF_00132517 (3177/06)

laeHTndbikauia 3anisa okcHg XoBTWI (E172) 3abapBneHHA opraHivHoro lapy 8 poxesni konip  He iHchektyranock {1)
{BEPX) (peakuis a) (konkoposa peakuis)

MeTog pocniaxenHs:

ANM_BFDF_00132517 (3177/06)

laeHTHhikauin 3anisa oKoug KOBTHE (E172) YepmoHe 3abapeneHHs aHnKae He incnektyBanock (1)
(BEPX) {peakuin b) {xonboposa peakyis)

MeTon gocnigxeHns:

ANM_BFDF_00132517 (3177/06)

MpumiTku:
(1) Nepwi 2 cepil, aK MiHimym L{OpOKY

NinTeepoxeHHn:

Cepin Bignoeinac TECTOBOMY NpoOTOKONY. TakuMm 4YuHOM, niATBEPONYETHCA, WO BUWEBKa3aHa intpopmauin ¢
AOCTOBIPHOO | TOYHOMO, | WO 3anncK npo nposeaeHi aHanizu 6ynu nepesipeHi i BiANoBiAatoTL ctanAapram GMP.

CepTuddikaT nigrotoBnenuii: Jerebic Tamara ’
fAarta: 01.06.2023 / enekmporHull nidnuc: 01.06.2023 10:27:37 +02'00Y

Bunyck cepii no3soneHo: Benko Danila

Aara: 09.06.2023 / enekmponHud nidnuc: 09.06.2023 10:43:54 +02'00Y

lpotokon peaynbTaris. TecTyeanHs BKH aMkonano Ha JapeecTporaHif AinbHUL CaHaos C.P.JT, Tupry MypeLu, Pymyuia

Digitally signed by Fadochanka Tatiana
Fedoch en ko DN doncom, do=novarths, olmpsapss,
i - QX senaNumbem2 116815, .
* . chaFsdachorko Totlitna

Tetla na * Rensom Sandoz Ukraing P of import

Data: 2023.08.98 14:07:23 +UF00"

TinbK1 AAS BUKOPUCTAHHS
CropiHka 43 4 BisHecy « €COMMC A2
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