e

AEP2KABHA CJYIKBA 3 JIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHM Y KHIBCBKIN OBJIACTI
npocnekt Banepia Jlobanoscekoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €/IPTIOY 37078774

BUCHOBOK
Npo SIKICTh BBE3€HOI'0 B YKPAaiHy JIKAPCHLKOro 3a¢00y

10.05.2023 | Ne 21039/23/10

MAHTACTPO®

TA0JeTKH racrpopesucredTHI 1o 40 Mr; mo 14 Tabaerok y diricrepi, o 1 oJxicTepy B
KapTOHHii KopoOmi
(Qopma BEIYCKY, LO3YBaHHS, BUA IAKYBAHHS JIKApChKOTO 3acoby)

Homep peectpauiiinoro nocsimuenns UA/13512/01/02 crpox nif peecrpanitinoro noceixuerns 01.01.2099
Cepia nikapcekoro 3aco6y Ne MW1442 Kingkicts BBe3eHOT0 Tikapenkoro 3acody 13109

‘BupobHuK Jlex dapmatieBTHYHA KoMIIaHig 1.7 ., CIIOBeHisd
(HafMeHyBaHHS BUPOOHMKA MiKAPCHKOro 3acofy, KpaiHa rOX0IKeHHS )

BBeseHO B Vipainy Toeapucreo 3 o6mexeHoro BianorigzaanuicTio ""Canmnos Ykpaina',
inenT. xon: 38419586
(HaliMenysanHs Ta Koz 3a €JIPTIOY 1opuauanoi ocobn abo mpizsuie, iM'a, 1o 6aTbKOBI dizuuHOT
0COOH - [ APHEMILIA, il MiClie IPOXKUBAHHA TA PEECTPALiHUI HOMeD- 06/1iKOBOT KapTKU MTaTHHKA
NOJATKiB abo cepis Ta HOMep MacrnopTa)

TIporokon sisyansnoro kourpomaio eix 09.05.2023 Ne 1353/4.

32 pesyNbTaTaMW JIEPKABHOTO KOHTPONIO BCTAHOBIICHO, IO JIKAPCHLKMM 3aci6 ‘BBeseHo B VipalHy 3

JOTPHMAHHAM BUMOT 3aKOHONABCTRA MO0 3a6e3neueHHs TKOCTI IKapChKUX 3acob6is,

. IpHHa [ATIAMAP -

(iminianu Ta npissMme)




| BupoGHuyua ainbHuuA:

BupobHuya cepis:

y , OdcpopmneHo:
SANDO ’Siﬁgﬁﬁt's n g:: gapmaueBanHa KOMnaHis a.4.
Beposwkoea 57
1526 JhobnsiHa
CnoeeHia
Tern.: +386 1:5802111
‘Pakc.. +386 1 56835617
www.lek.si
S JliueHsia Ha BMpOSHULTBO:
Ne: 2104231141 800-16/2022-13
Ceptudikar BignosigHocTi
Hassa matepiany: NAHTACTPO 40MI” 14IPT B1 YKP
TopriBenbHa Ha3Ba: MNAHTACTPO®
Cwna giilfakTMBHICTDb: 40 MI
Nikapcbka hopma: TABNETKW TACTPOPE3UCTEHTHI
- Tun ynakoBkKu: BIICTEP
Po3aMip ynakoBku: 1WT x 14 WIT
1 Ne Marepiany: 44067967 Tun Bunycky:  CEPTU®GIKALUIA CEPII
Ne cepil Canpgos: MW1442
OaTta BupobHuutsa:  09-CIY-2023 fara BUNyCKy: 20-KBI-2023
Tepmin npupaTHocTi:  31-TPY-2025 Kinbkictb: 13109 YM
Bupobuuua ainbinuna:  NEK PAPMALIEBTUYHA KOMMAHIA 0], Howmep niuensii:  800-16/2022-13
TPIMNIHI 20
9220 NNEHZABA
‘CnoeeHis
Bunyck cepii: NNEK ®PAPMALIEBTUYHA KOMNAHIA O.4.  Howmep niuensii:  800-16/2022-13.
TPIMNIHI 21]
8220 JIEHOABA
‘Crnosedis
‘TecTyBaHHs: CAHOO3 C.PJI. Homep niuensii:  10F
BYN. NIBE3EHI, Ne7A;,
540472 TUPIY MYPEKL
o PymyHist
KpaiHa-imriopTep: Homep PeecTpadinnoro noceiguyeHHs:
YkpaiHa UA/13512/01/02
KOMMOHeHT!:
| Hasea mavepiany: NAHTOMPA30J COM 'PT 40MI TETI CX €Y
Ne maTepiany: 42031360 MNpoaykT in bulk Cepia Ne: AA12275

FTEHBEOH INNAK CAHAW BE TIKAPET

IHOEHKO MAX. TEB3E NNTACTIKUINEP OCB Ne2
ATATYPK BYNBAPI 9 KAOE

[EB3E

41400 KOKAENI

TypeudynHa

‘AA12275

R N
8 241 "CeptidikaT nianucaHo enekTpoHHUM niZnucom BiaNoBIaHo fo crasaaprie

# eNeKTpoHHUX nignuciB CaHpoa




] ' i Ocdhopmneno:

SA“DO ghl;%g;foegt:s Jlek ®apmMmaleBTUMHA KOMNaHia g.4.
Beposwkosa 57
1526 Niobnana
Cnoeexin |
Ten.: +386 1 5802111
Pake.. +386 1 5683517
‘www.lek.si

o JlilueHsis Ha BUPODHUUTBOG:

Ne: 2104231141 800-16/2022-13

CepTtudikat BignoBiaHOCT!

Hasea matepiany: NMAHFACTPO 40MI™ 14I'PT B1 YKP
ToproBa Ha3Ba: NAHTACTPO®
Ne matepiany: 44067967 Ne cepii Canpo3z:  MW1442

NonoxeHHna npo cepTudikauito

Lium nigTeepmxyio, Wo Hagaxa iHgopmaLis € ZOCTOBIPHOW | TOYHOW. Lis cepis roToROro Nikapcskoro 3acoby
Oyna BuroToBneHa (BKIIOYHO 3 YNAKOBKOK/MAPKYBaHHAM). i KOHTpOSieM AKOCTI Ha 3asHaJeHuX AinbHUUAX
LiNKom BignoeiaHo Ao ctaHaaptie GMP Ta signoeigHo Ao 3atBepmkeHol crieLmdbikaui Peecrpavyinnore [ocbe
KpaiHu-imnoprepa. [lpoTokonn BUMPOBHWUTBE, YNaKOBKW Ta aHaniTUMHOro TeCTYBaHHA Gynu nepesiperi 1
niaTBepAXyeTLCA X BiANoOBIgHICTL cTaHgapTam GMP.

KomeHTap no ceprudixary:

B npoueci BUpobHULTBa | NAKyBaHHA He BUABMNEHO BigXWUNEHs, L0 34aTHi BIANHYTA Ha BUNYCK MPOAYKTY.
3apeecTpoBaHwii poamip ynakosku: 14 Tabnetok B 6nicTepi; 1 Gnictep B kKapTOHHIN KOpoBLi.

lHpopmaLiin woao amin 3 6esnekn: 1607574

Bunyck cepii / Ceprudikaliis BUKOHaHa Danila Benko, YnosHoBaxeHa ocoba
Bunyck cepii/ Ceptudikauia lata/Mac 20-KBI-2023./.10:43:54 BKY
‘Hata/lac ocbopMmneHHa cepTudpikaty 21-KBI-2023 / 09:41:39 BKY

Cropivka: 2/2 *CepTudikar AignMcaKlo enekTPOHHUM MIANUCOM BIANOBIAHG A0 CTaHiaptis
-enexTpoHHux nignucie CaHpo3




) NOVARTIS

Hoparok o WP-8099158

- Habnoxw CoA Lendava SM

Hok. Ne.: FRM-8060878
Bepcin : 2.0

HinbHyus BUNYCKy cepil:
Jlex dapmaueBTUYHa KOMNAaHIA A.4.

Beposilxosa 57
1526 Niwbnsana
CnoseHis

+386 (0) 1 580 21 11

JlileH3iA Ha BUpPODHULTEO:

800-16/2022-13

CEPTU®DIKAT AHANI3Y

Nlenpasa C.M.
Tpimnini 2.1,

9220 JleHpasa.
CnogeHis o
+386 (0) 2 577 33 33

Biaain KoHrponio AkocTi:
CaHao3 C.P.].

Byn. Nieeseni, Ne7A, 540472
Tupry Mypew, PymyHis
Ten.: +40 265 208 120
Qakc.. +40 265 254 767
WWW.Sandoz.ro

(opoHOPIAHICTL BMICTY)
MeToa gocniaxeHHA:
ANM_BFDF_00132366 (3177/03)

L - Bepcis 1.0 ‘Oara:21.04.2023
Hasea matepiany: NAHTCACTPO 40MIT 14TPT B1 YKP
ToproBa Ha3Ba: [MTAHTACTPO®
Cepiain bulkk: AA12275
Ne maTepiany in bulk: 42031360
Ne cepii 13: MW1 442 Hdata BUpoOHULUTBA: 01.2023
Ne matepiany M3: 44067967 TepMiH npupgatTHocTi:  12.2025
MoHorpadia TectyBanHs: NAT; MRP/DCP
PeecTpauiite nocsiguenna Ne:  UA/ 3512/01/02
CrangapTHUM 3pa3ox: 008300307963
Tectu Bumoru PeaynbratTh. =~
30BHIWHIY BUrNsAg 2KoBTi, oBanbHi, TabneTku skpuTi 0BONOHKOK Bianosinae
MeToa AocnigeHHna:
ANM_BFDF_00132350 (3177/01)
JAosxuHa (Npubnunaue 11,7 Mm) - 11,6 MM
MeToa OOCNiKEHHS -
ANM_BFDF_00132350 (3177/01)
WupwuHa (npubnusHo 6,0 mm) . 5,9 Mm
MeToa gocnigxkenns:
ANM_BFDF_00132350(3177/01)
laeHTudikauis (BEPX-kinbkicHe PisHuLUst B yaci yTpnmaHHs niky NanTonpasony B Mo3nTUBHO
BU3HAYEHHA) - AOCNIPKYBaAHOMY PO34MHI | NiKY 3pasxy B
MeTtog pocnigkenHs: CTaHBapTHOMY pPO34KHi BignoBigae < 2%
ANM_BFDF_00132517 (3177/08)
laenTudikayia (BEPX-cynyTHi peyoBinHin) PisHULA B Yaci yTpUMaHHA niky NaHTonpasony & To3UTMBHO
MeTon AoCniaXeHHS; AOCNiZPKyBaHOMY PO34MHi i NiKy 3pasky B
ANM_BFDF_00132506 (3177/04B) CTaHAAPTHOMY pO3uKHI Bignoeigae € 2%
CaHopigHICTE A030BaHNX OAMHWLE: Bianoeinac €ap.d. 2.9.40 Bignosigae

CropiHka 13 4

Tineku ana OiaHecy « ESOPS D2




U, NOVARTIS

NopaTtox no WP-8099158

Lla6rior CoA Lendava SM

Aok. Ne.: FRM-8060878
Bepcia : 2.0

Hassa maTtepiany:

NAHTACTPO 40MI 28I'PT B1 YKP

ToproBa Ha3Ba: NAHIACTPO®
Cepis in bulk: AA12275
Ne matepiany in bulk: 42031360
Ne cepii I'n3: MW1442 data supobHuyTea: 01.2023
Ne martepiany [13: 44067967 Tepmin npugatHocTi:  12.2025
MoHorpadisa TecTyBaHHs: NAT; MRP/DCP
PeecrpayiliHe nocsiguenns Ne: UA/13512/01/02
_CTaHfapTHUMM 3pa3ok: 008900307963
Tectn Bumoru PesynbTarn
PoanagaHHa Bignosigae sumoram €ep. @. (agantopaHa) [MpuiHaTHO

MeTo,q.nocninmeHHﬂ:_ ) o
ANM_BFDF_00132350 (3177/01)

Po3ynHeHHs nadTonpasony yepes 30 XB. B
Bydepi pH=6.8

(Q=75% Big 3asiBrieHHOrQ BMicTy)

CBp. ®. (aganToBaHa)

‘MeTton pocnigxeHHs:
ANM_BFDF_00132513 (3177/05)

Po34ynHeHHs naHTonpasony vepes 30 XB. B
bychepi pH=6,8

(Q=75% Big sasiBNeHHOrO BMICTY)

MeTon gocnigxeHun:
ANM_BFDF_00132513 (3177/05)

PoO34ynHeHHA — MiHiManbHe 3HAYEHHS
MeTon, AoCnifKeHHs:
‘ANM_BFDF_00132513 (3177/05)

PO34MHEHHA — MaKCUManbHe 3HaYSHHA'
MeTtoa aocnimKeHHs:
ANM_BFDF_00132513 (3177/05)

TacTpopeaucreHTHicTb (2 90 % Big
3aABNEHOrO BMICTY)

€sp. ¢. (apanToBaHa)

MeToa aocnigxenHs:
ANM_BFDF_00132359 (3177/02)

[acTpopesncTeHTHICTL (Big 3aABNeHoro
BMICTY)

MeToa AocniaxeHHs:
ANM_BFDF_00132359 (3177/02)

MacTpopesncTeHTHICTL — MiHIManbHe
3HAYEHHS

MeTon aocnifKeHHs:
ANM_BFDF_00132359 (3177/02)

[acTpOPE3INCTEHTHICTL — MaKCUManksHe
3HAYEHHA

MeToa aocnigxeHHs: |
ANM_BFDF_00132359 (3177/02)

CynyThi aomiwku (BEPX): Jomiwka A
MeToa aocnipxeHHs:
ANM_BFDF_00132506 (3177/04B)

Make. 0,5 %

Mae BignoBigaTn

Min 75%

Mae BianosiaaTu

MiH. 90 %

Bigrosigag BUMOram

97 %

100 %

Binrosigae BUMOran

98 %

97 %

CropiHka 23 4

Tinexn ann GizHecy. ¢« ESOPS D2




Ook. Ne.: FRM-8060878
Bepcia : 2.0

) NOVARTIS

” Hopatok o WP-8099158 \Lla6rion CoA Lendava SM

Hassa martepiany: NAHIAGTPO 40MIT 28IPT B1 YKP

ToproBa Ha3Ba: NAHIFACTPO®

Cepis in bulk: AA12275

Ne maTepiany in bulk: 42031360

Ne cepii I'N3: MW1442 Marta Bupobunursa: 01.2023

Ne marepiany FN3: 44067967 Tepmin npugarHocTti:  12:2025
MoHorpadia TecTyBanHs: NAT; MRP/DCP

PeecTpauinHe noceiguenusa No: UA/13512/01/02

CravAapTHMK 3pa3ok: 008900307963
Tecty Bumoru PesynkTaru
CynyTHi gomiwkm (BEPX): Domiwka B Makc. 0,3 % <0,1%

Metoa accrigxeHHs:
ANM_BFDF_00132506 (3177/04B)

CynyTHi aomiwkn (BEPX): fomilka D+F ‘Makc. 05 % <0,0%
METon.gocnin}KeHHﬂ;
ANM_BFDF_00132506 (3177/04B)

CynyTHi pomiwku (BEPX): Okpemi Hesiiomi  Make. 0.2 % 0,1 %
JOMILLIKK

MeToa gocnigxeHHs:.

ANM_BFDF_00132506 (3177/04B)

CynyTHi gomiwkn (BEPX): Cyma AOMILLIOK. Make. 1,0 % 0,2%
MeToa gocnigxenHs:
ANM_BFDF_00132506 (3177/04B)

KinbkicHe BuanauenHs (BEPX) (ein 95,0:105,0 % 96,8 %
3aABNEHHOT KINLXOCTI NnaHToNpazony)

MeToa aocnigxeHHs:

ANM_BFDF_00132366 (3177/03)

3aranbHe yncno aepobHux MiKpoopraniamiz  Makc,. 2000 KYO/r <10 KYOir
(TAMC) He 6inbwe 10° kyolr

Merog gocnigxeHHs:

ANM_BFDF_00263598(3641/C)

PoszunHerHsa 1/10

3aranbsHe 4neno ApbkaKeBrx Ta riniceHeBux.  Makc. 200 KYO/r <10 KYO/r
rpubis (TYMC) He Ginbwe 10° kyolr

MeToa ACCnigXeHHS:

ANM_BFDF_00263598 (3641/C)

PoauuneHHs 1/10

Escherichia coli BigcyTHi /1 BigeyTHi /T

MeTon docnifgkenHs:

ANM_BFDF_00263598 (3641/C)

PosduHeHHna 1/10

laeHTudpikadis TiaTany aiokemn (E171) J'ABARETLCSH WoBTE/OpaHKeBe 3a0apBNeHHs [losauTuBHO

(KonbopoBa peaxuis)

MeTog aocnigxeHHa:
ANM_BFDF_00132517 (3177/06)

CropiHka 334 Tinskn ana GisHecy ¢« ESOPS. D2




Hok. Ne.: FRM-8060878
Bepcin: 2.0

() NOVARTIS

HAopatok go WP-8099158

UlabrioH CoA Lendava SM

Haspa martepiany: NAHFACTPO 40MIC 28IPT B1 YKP
ToproBa Ha3ga: [TAHTACTPO®
.Cepin in bulk: AA12275
Ne marepiany in bulk: 42031360 } )
Ne cepii TT13: MW1442 Data supobanurea: 01.2023
Ne matepiany Mi3: 44067967 ‘Tepmin npuparnocri:  12.2025
MoHorpadin TectyBanHa: NAT; MRP/DCP
PeecTpauiitHe nocBiaveHksi Ng: UA/13512/01/02

_CtaHpapTHMM 3pa3oKk: 008900307963
TecTn Bumoru PesynbTarTu
laeHTudikauia XiHOnNiROBUMIA XOBTUH ac yTpumaHHS 4ocninpKyBaHoro 1a [1O3NTUBHO
(E104) (BEPX) CTaHAaPTHOrO PO34YUHY NOPIBHIOKTLEA

‘MeToa pocniaXeHHn:
ANM_BFDF_00132517 (3177/06)

lnernTudbikauia 3aniza okoup, XoBTHR ‘3abapBneHHst OpraHiuHoro Wwapy y poxeeun TloanTneHo
{E172) (peakuis)(konboposa peakuis) “Konip

MeToa AocnigxeHus:

ANM_BFDF_00132517 (3177/06)

loeHTUdiKauia 3anisa okeng oBTUIA. YepeoHe 3abapBfieHHA SHUKEE TloanTneHO
(E172) (peakuis)(konbopoBa peakLis)

MeToa. pocniaxeHHn:

ANM_BFD¥#_00132517 (3177/06)

" ripTBepaXeHHA:

Cepist Bignosinac cTtatAM TecTyBaHHA. TakMM YMHOM, NiATBEpPAXYETLCA, WO BUWEBKa3aHa iHpopMauina €

AOCTOBIPHOIO | TOYHOID, | WO 3anMMcH Npo nposeaeHi aHaniau 6ynu nepesipexi i BianoBigaloTL cTaHgapTam
_GMP.

CeptudikaT nigroroBneHvn: Jerebic Tamara
Aara: 21.04.2023 / enekmpoHHud nionuc: 2023.04.21 09:11:00 +02'00Y

Bunyck cepii noasoneno:  Benko Danila - -
Dara: 21.04.2023 / enexmponnull nidnuc: 2023.04.21 11:30:14 +02'00/

NIRRY BELENEE NIRRT B Dighally slgnad by Fedochanke Telianz .
Fe d O Ch e n ko " OM: demcom, desnovartis, ou=pegple,
Y - ousTO, safabumber=21188 18,
cn=Fadgchendn Teliane .

Té ti a n a " Reasom: Sandoz Ukraine QP unllmporl

- Datee: 2003 04 37 1301238 +(3700

CvopiHka 434 Tinbku ans GiaHecy ¢ ESOPS D2




