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SANDO giagi\gar:tfs BrinyuieHo:

Ccrlnka: 2106221653

Jlex dapmacproTuKan3 I.1.
Beposiikosa,57

1526 JIro6nsua,CaoBeHus
Ten.:+386 1 5802111
®axc:+386 1 5683517
www.lek.si

JInneH3ns Ha MPOU3BOACTBO:
800-12/2021-9

CEPTUDPUKAT COOTBETCTBUA

Hpoayxr:

Toproeoe HauMeHOBaHHE:
Jdo3upoBka:
JlekapcTBeHHas ¢opma:
Tun ynakoBkm:

Pazmep ynakoBku:
Marepuas Ne:

Cepus Ne

JlaTa npou3BoacTBa
Cpok roaHocTu
IIpousBoguren:

Brinyckarommii KOHTPOJIb
KavecTBa:

MARS:
CrpaHa Ha3HAYeHUs:

Poccuiickas @enepanus

LAMISIL 250MG (JJAMU3UII 250MI') 14TAB_2 RU
JIAMU3NIT
250MTI"
TABJIETKU
BJINCTEP Tun BeInycka: cepTuduKanus cepun
Ix14
44102553
ME9309 Jara Beimycka: 21.06.2022
25.03.2022 KoauuyectBo emumuun npoaykra: 11952 mr.
28.02.2025
Jlex ®apmacelOTHKAN3 .11 JInuensus Ne 800-12/2021-9
Tpumnuau 2D
9220 Jlennasa
CrnoBenus
Jlex dapmacelOTHKAN3 .11 JInuensus Ne 800-12/2021-9
Tpummuau 2D
9220 Jlennasa
CrnoBenus
HopmaruBuas [lokymenramus: [1N012154/01-
141221

767339

Homep perncrpanioHHoro
YAOCTOBEpEHHUS
I1N012154/01

Ipoaykr: LAMISIL (JIAMU3NI) TAB 250MG NOVA 070 1 SH GE
Matepuag Ne: 42030049 Bulk Product Cepus Ne: ME2508
IIpon3BoacTBeHHAS IIOIIA/IKA: Hosaptuc ®apma IIpomaxmuc I'm

Odyunrep 1wtp. 44, 79664 Bep

I'epmanns
IIpon3BoacTBEeHHAA cepHsl: Wwuo3

Ctp.: 1/2 *¥B jaHHOM JIOKyMEHTE IIOCTaBJICHA 3JICKTPOHHAs TIO/MUCH B COOTBETCTBUH CO cTannapTom CaHzio3




SANDO A Novartis Beinymeno:
Division Jlex ®apMachOTUKAI3 1.1

Beposiikosa,57
1526 JIro6nsua,CaoBeHus
Ten.:+386 1 5802111

Ccpuika: 2106221653 dakc:+386 1 5683517
www.lek.si
JInieHn3us Ha MPOU3BOICTBO:
800-12/2021-9

CEPTUDPUKAT COOTBETCTBUA

Hpoayxr: LAMISIL 250MG (JTAMU3WII 250MI') 14TAB 2 RU
Toprosoe
HAaMMEHOBaHHE: JIAMU3NJI
Cepus Ne : ME9309
Matepuay Ne: 44102553
3akarouenne:

HacrosimuM yIocToBepsio, 4To JaHHas nHpopMalys NOUIMHHA 1 BepHa. HacTOAINM y0CTOBEPSIO, YTO BCE POU3BOCTBCHHBIC
CTaJIMM JAHHOW CEpUU FOTOBOH MPOJYKIIMH BBIOJIHEHBI B OJIHOM cooTBeTcTBUU ¢ TpeboBanusiMu GMP EC u [Ha Teppuropun EC] ¢
TpeOOBAHMSAMHU PETHCTPALIMOHHOTO yIOCTOBEpEHHU(if) CTpaHbl/CTpaH Ha3HAUCHHUS.

KoMmenTapum k ceprudukary:

B nporecce npou3BoAcTBa U YIIAKOBKH NIPOAYKTA HE OBUIO 3aUKCHPOBAHHO KAKHX-THOO0 OTKIOHEHUH, KOTOPHIE MOTIIH OBl
MOBJIMATH HA BBIITYCK MPOTYKTA.

dapmarieBTrueckas cyocranuus: Tepounaduna ruapoxnopun. [Iponssoaurens papmaneBrudeckoii cyocranmn: HoBapruc
®dapwma Ireitn Al'; agpec: Stein, Switzerland (IlIBefinapust) / mepBu4Has ¥ BToprdHas ynakoBka: Jlek dapmackroTukans 1.1.
(Tpumnunu 2D, Jlennasa, 9220, CnoBeHust). // Bputn HCONB30BaHbI CIEAYIOIIHE [IEYaTHBIC YIAKOBOUHBIC MATePHAIIBL:
uHCTpyKLUmsi: 46300952, kapToHHast kopobOka: 46301599, kiuiue: 46299457. // 3apeructpupoBaHHbIN pa3Mep yrnakoBku: 14
Tabierok B OnucTepe, 1 GiucTep B KapTOHHOM KOPOOKe

Boinyck cepun/Ceprudurar co3iaH: Zoran Trost, yTOJTHOMOYEHHOE JIUL0
Boinyck cepun//laTa ceprudurara/Bpems:  21-06-2022 / 15:52:08
Jarta co3nanus ceprudukara/Bpems: 21-06-2022 / 15:53:13

Ctp.: 2/2 *¥B 1aHHOM JIOKyMEHTE IIOCTaBJICHA 3JICKTPOHHAs TIO/MUCH B COOTBETCTBUH €O cTannapTom CaHzio3




Beinymeno:

(‘) N 0 VA RT l S Hosapruc ®apma

Mponakmus I'm6X

Odununrep wp. 44

79664 Bep

I'epmanus
JInnens3us Ha U3roroBjieHue Ne:

DE BW_01_MIA 2019 0002
Ceprudpuxat GMP Ne:

DE BW_01_GMP 2019 0033

CEPTUOUKAT CEPUUA
Ne DE020200258596

Ipoaykr:

Jlo3upoBKa / aKTHBHOCTH
JlekapcTBeHHas popma:
Tun ynakoBku:
I'nobanabublii MaTepuas Ne:
JlaTta n3roroBjieHus

JaTa Bpinmycka:

Cpok rogHocTu:
KonnyecTBo exuHmIy
MPOAYKTa:

JIAMUM3WJII TABJIETKHU 250 mr

TEPBMHA®UHA TMIPOXJIOPU 250 MI/IIT.

TabIeTKH

LAIAHIP

858282 Cepus Ne: Wwuo03
25-03-2022

25-04-2022

24-09-2023

752664.000 mryx

I[aHHbIe TECTOB, Tpe60BaHI/I$[, PE3YJIbTATHI U 3aKIIIOUCHUS IPUBCJICHBI B CJICAYOIIEM CepTI/I(i)PIKaTe/CepTI/I(i)HKaTaXZ

Ceprudukar Ne:
Hpoaykr:

IiobaabHbIE MaTepuas Ne
JlokanbHbIii MaTepuan Ne
JaTa Bpimycka:
IIpousBoauTenn:

JIuieH3usi HA U3rOTOBJIEHHUE:

DE020100129286
Jlamu3ui tabnetku 250 mMr

858282 Cepust Ne: WWUO03
858282

25-04-2022

Hosaptuc ®apma

Mponakuus I'm6X

Odmunrep mrp. 44

79664 Bep

I'epmanus

DE_BW_01_MIA_2019 0002

Ceprudukar Ne: CH280100225343
Hpoaykr: TERBINAFINE HYDROCHL (TEPBMHA®UWHA T'MAPOXJIOPU/)/ DS 10
IiobaabHbIE MaTepuas Ne 831994 Cepust Ne: C0251
JlokaJabHbIi MaTepua Ne 831994
JlaTa Bpinmycka: 11-09-2020
IpousBoaurenb: Hosaptuc ®apma Illreitn AI'
Schaffhauserstrasse
4332 Stein
IBelinapus
Ceprudukart Ne: CH280100225346
Hpoaykr: TERBINAFINE HYDROCHL (TEPBUHA®UWHA T'MAPOXJIOPKU/)/ DS 10
IiobaabHbIE MaTepuas Ne 831994 Cepust Ne: C0252
JlokaabHbIi MaTepuaa Ne 831994
JlaTa Bpinmycka: 11-09-2020
IpousBoaurenb: Hosaptuc ®apma Illreitn AI'
Schaffhauserstrasse
4332 Stein
IIselinapus

Crpanuna 1/ 6

Hacrosiuii ceprudukar Obu1 aBTOMaTHYECKH CTEHEPUPOBAH.

I[aHHbIC YTBEPKACHBI OTBETCTBEHHBIM JIMIIOM




‘ Beinymeno:
( ) N O VA RT [ S Hosapruc ®apma
[ponaxmnsz 'M6X
Odununrep wp. 44
79664 Bep
I'epmanus
JInnen3us Ha U3roroBjieHue Ne:
DE BW_01_MIA 2019 0002
Ceprudpuxat GMP Ne:
DE BW_01_GMP 2019 0033

CEPTUDOUKAT CEPUUA
Ne DE020200258596

Hpoaykr: JIAMU3UJII TABJIETKH 250 mr
I'no6anbHblil MaTepuana Ne: 858282 Cepus Ne: Wwuo03
3akuro4enne:

Hacrosmum ynocToBepsito, 4To faHHas MHGOpManus IOLIMHHEA U BEpHA.

JlanHas cepus co3ana/ Npou3BeeHa, BKIII0Yas YIAaKOBKY ¥ KOHTPOJIb, Ha BBIIIEYIOMSIHYTOM MECTe IIPOM3BOACTBA
B COOTBETCTBUH ¢ npaBuiamMu GMP J10KanbHOTro perysITOpHOro opraHa M yciaoBUsIMM, YKa3aHHBIMU B
Cornamienuu o kauectse Mexay HoBapruc ®apma [Ipogakmnz I'm6X n HoBaptuc @apma AT st obecrieueHus
COOTBETCTBHS C TPEOOBAHMAMH CHEU(DUKALUY PErUCTPALUOHHOIO YAOCTOBEPEHNS HMIIOPTHPYIOIECH CTPaHBI.
ITpon3BOACTBO M aHAIHM3 CEPUU COOTBETCTBYIOT TpeboBanusiMm GMP.

OTBeTCTBEHHOE JIHI0: Orwah Saleh
Jlara u Bpems: 25-04-2022 16:18:48

Kommenrapuii k ceprudukary:

He 65110 cepbe3HBIX MM KPUTHUECKUX OTKJIOHEHHUH, KOTOPbIE MOIJIN ObI MOBIHUATH HAa KAYECTBO, COOTBETCTBHE
GMP u/unm cooTBETCTBHE PErUCTPALIMOHHOMY YIOCTOBEPEHHUIO BO BpeMs IIPOU3BOACTBEHHBIX OIEPALHi.
JloxanpHoe HanmeHoBanue npoaykta: LAMISIL TAB 250MG.070 1 (JTAMU3WII TABJIETKHU 250 MT')

Jluno, BblIaB1ICe cepTHHHKAT: Orwah Saleh

Jl0:KHOCTE: QUALIFIED PERSON

Jara u Bpems: 25-04-2022 16:18:48
Crpannna 2 / 6

Hacrosiuii ceprudukar Obu1 aBTOMaTHYECKU CTEHEPUPOBAH.
JaHHbIe YTBEPIKACHBI OTBETCTBEHHBIM JIHLIOM



) NOVARTIS

IIpousBenexo:
Hosaptuc ®apma
Mponakuusz I'm6X
Odmunrep mrp. 44

79664 Bep
I'epmanus

CEPTUDOUKAT AHAJIU3A

Ne DE020100129286

ITommuanocts TEPBUHA®HHA
MetosioM BDXKX

COOTBETCTBYET CTaHJAPTy CPaBHEHHUS

Hpoayxr: JJAMU3NUJII TABJIETKH 250 MI'

I'no6anbHbI MaTepuan Ne: 858282 Cepus Ne: wWwuo03

Jara usrorosJieHus: 25-03-2022 Iporokon ananmnza Ne: 4100499759

HopmaruBHas DP_ 3713435 070 R_02

JAOKYMEHTAIUs:

TecTbl TpeboBanust Pe3yabTatbl

Onwucanne: Gpopma Kpyriisle 1BOSKOBBITYKIIBIE C (hacKoit CooTBeTCcTBYET

Omnncanue: BET oT 0€eNoro A0 0eI0ro0 ¢ KEJITOBATHIM CooTBeTCTBYET
OTTEHKOM LIBETa

Onucanue: pucka pHUCKa Ha OJJHOM CTOPOHE CooTBeTcTBYET

OnucaHue: HagMUCU mapkupoBka «LAMISIL 250» (o kpyry)  CooTBercTByeT
HAa JIpyroil CTOpOHe

Onucanue: TOBEPXHOCTb IJIaJIKask WM CJIETKa [IepoX0oBaTas CooTBeTcTBYyET

Omnucanue: pa3mMepsl Huamerp: - 11 Mmm CoOoTBeTCTBYyET

CpenHsas macca 371 —410 mr 389 Mr

COOTBETCTBYET CTaHAPTY
CpaBHEHHUS

Crpannna 3 / 6

HaCTOﬂHII/Iﬁ CepTI/I(l)I/IKaT OBLII aBTOMATHYECKH CI'CHCPUPOBAH.
I[aHHbIe YTBEPKACHBI OTBETCTBEHHBIM JIMIIOM




) NOVARTIS

IIpousBenexo:
Hosaptuc ®apma
Mponakuusz I'm6X
Odmunrep mrp. 44
79664 Bep
I'epmanus

CEPTUDOUKAT AHAJIU3A
Ne DE020100129286

Mpoaykr: JJAMU3NUJII TABJIETKH 250 MI'

I'no6anbHbI MaTepuan Ne: 858282 Cepus Ne: Wwuo03

TecTbl TpeboBaHus Pe3yabTaThl

HomnmuuHocTs MeTomoM TCX CoOTBETCTBYET CTAHAAPTY COOTBETCTBYET CTaHAPTY
CpaBHEHHSA CpaBHEHUS

KomnmuectBeHHOE OnpesienicHre 95,0 —105,0% 99.5%

TEPBMMHA®HNHA meronom BOXKX

Crietnunueckast mpumecs (Tepounadun He 6omee 0,05% <0,01%

Jumep) merogom BOKX

[ocroponnue nmpumecu: 206-89 (cnenud.) He 6omee 0,2% <0,1%

MeTtogoM BOXKX

[ocroponnue nmpumecu: 502-82 (cnenud.) He 6omee 0,2% <0,1%

meroaoMm BOIKX

[Mocroponnue npumecu: 503-82 (crerud.) He 6oxee 0,2% <0,1%
MmeroznoM BOXX

[TocToponnue npumecH: eMHAIHAS He 6omnee 0,2% <0,1%
HenaeHTuduIpoBannas merogoM BIXX

[Tocroponnue npumecu: cymmapuo merogom He 6oxee 0,5% <0,1%

BOXX

PactBopenue, n=6, 12 wim 24 6-24 6
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Hacrosiuii ceprudukar Obu1 aBTOMaTHYECKU CIEHEPUPOBAH.
JlaHHbIC YTBEPIKACHBI OTBETCTBEHHBIM JIHLIOM



) NOVARTIS

79664 Bep
I'epmanus

Ne DE020100129286

CEPTUDOUKAT AHAJIU3A

Ipousseneno:
Hosaptuc ®apma
Mponakuusz I'm6X
Odmunrep mrp. 44

TEPBMHA®UWHA 1o macce: cpenHee
3HaYEHUE

Mpoaykr: JJAMU3NUJII TABJIETKH 250 MI'
I'no6anbHbI MaTepuan Ne: 858282 Cepus Ne: Wwuo03
TecTbl TpeboBanust Pe3yabTathl
PactBopenne TEPBMHA®UHA uepe3 15  He menee 75% 91%
MUHYT
PactBOpeHue: MUHEMYM - 87%
PactBopeHue: makcumMyM - 94%
PactBopeHune: KOHEUHOE 3aKIIIOUEHUE He menee 75 % (3nauenue Q) ot CootBeTcTBYyeT
3asBJICHHOTO COepKaHus yepe3 15
MHHYT, COOTB. KPUTEPUSIM
npuemiaemoctu Ep. @., ®@. CIIA n
Sn. @.
OIHOPOAHOCTH AO3WPOBAHUS 110 Macce: 10-30 10
n=10 unu 30
OJIHOPOAHOCTH TO3UPOBAHUS - 99.5%
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Hacrosmmﬁ CepTI/I(l)I/IKaT OBLII aBTOMATHYECKH CI'CHCPUPOBAH.

I[aHHBIe YTBCPKACHBI OTBETCTBCHHBIM JIMIIOM




) NOVARTIS

IIpousBenexo:
Hosaptuc ®apma
Mponakuusz I'm6X
Odmunrep mrp. 44
79664 Bep
I'epmanus

CEPTUDOUKAT AHAJIU3A
Ne DE020100129286

Mpoaykr: JJAMU3NUJII TABJIETKH 250 MI'

I'no6anbHbI MaTepuan Ne: 858282 Cepus Ne: wWwuo03
TecTbl TpeboBanust Pe3yabTathl
OOHOPOAHOCTE AO3UPOBAHUS 110 MACCE: - 98.3%
MUHUMYM

OIHOPOAHOCTH AO3WPOBAHUS 110 Macca: - 100.5%
MaKCHUMyM

OIHOPOAHOCTH AO3WPOBAHUS 110 Macce: He Gonee 15,0 1.7
IIpUEMJIEMOE 3HaUCHUE

ORHOPOAHOCTH JO3WPOBAHUS 110 Macce: CoortsercrBue TpedoBanusm O. CootBercTByeT
KOHEYHOE 3HAYCHUE CHIA, Esp. @., Sn. ®.

3ak/oueHue:

Cepust COOTBETCTBYET Crel(pUKany HOPMaTUBHON TOKyMEHTalK. HacTosuM y10cToBepsito, YTO PUBEACHHAS
BbIIIE HH(OpMAL TOUIMHHA ¥ BEpHA U IaHHBIE aHANIN3a ObLIN IPOBEPEHBI U MPU3HAHBI COOTBETCTBYIOINMH
Tpe6oBanusiM GMP.

IMaptus, cootBerctBytomas TM DP_3713435 070 R 02, takxe coorBerctByer TM DP 3713435 070 RO1

u DP 3713435 C R 4.

OTBeTCTBEHHOE JINI0: Birgit Kury

JlaTa u Bpemsi: 22-04-2022 12:20:40

Jinuo, BhIIaBIIEe cepTHUKAT: Birgit Kury

JI0JIZKHOCTB: QUALITY TEAM LEADER QC

JlaTa u Bpemsi: 22-04-2022 12:20:40
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HaCTOHHII/Iﬁ CepTI/I(l)I/IKaT OBLII aBTOMATHYECKH CI'CHCPUPOBAH.
I[aHHBIe YTBCPKACHBI OTBETCTBCHHBIM JIMIIOM
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