) NOVARTIS

Brinyweno:
Hosaprtue ®apma
IMponaxinnz 'MOX
Odpunrep wrp. 44
79664 Bep
I'epmanus
JInuensns Ha u3rotoBaeHue Ne:
DE_BW_01_MIA_2019_0002
Ceptudnrar GMP Ne:
DE BW_01_GMP_2019_0033

CEPTU®UKAT CEPUU
Ne DE020200253015

Mpoaykr:

Jlo3upoBka / AKTHBHOCTL
JlexkapcTBenHas opma:
Tun ynakoBku:

Pasmep ynakoBku:
InobaneHeiil maTepuan No:
Jata usrotoBnennsn

Jarta Beinycka:

CpoK roaHocTH:
KonuyvecTBo eanumnu
NpoayKTa:

JIAMU3HIT TABJIETKH 250 mr

TEPEMHADHUHA THAPOXJIOPHU 250 MIVILT.
TabneTky
onucrep

1 x 14 wryk
895107
11-10-2020
07-05-2021
09-2023
30295.000 wryk

Cepusn No:

WULSS

IMpoaykT:

Iaobanbreiii maTepuan Ne
JlokanbHbIi MaTepuan Ne
IMpousBoanTens:

Ceprudpukar GMP No:

¥Ynaxosounas undopmaunsn:

JIMUeH3Hsi HA H3TOTOBJIEHHE!

JIAMH3HIT TABJIETKH 250 mr

895107

895107

Hoeaprue ®apnma
IMpoaakwnsz 'M6X
Odpamnrep wrp. 44

79664 Bep

['epmanus

DE_BW 01 MIA 2019 0002
DE_BW_01_GMP_2019_0033

[laHHbIC TECTOB, TpCﬁOBaHHﬂ, pe3yIbTaThl U 3aKJIHOYCHUA NPUBEIACHLI B C/ICIYHOLICM CC]’JTM(‘]HK&TEIICCPTHQ)MKﬂTﬂ.\'Z

Ceprudurar Ne:
IMponykT:

InobanbHblii maTepuan Ne
JlokaneHelit maTepnaa Ne
JlaTa BuInycka:
IMponssoauTens:

JIMueH3HsA HA M3roTOB/IEHHE!

DE020100122982
Jlanvmsun Tabnerku 250 mr
857539

857539

17.12.2020
Hosapruc ®apma
[Tpoaaxwnz 'mM6X
Odpanurep wrp. 44
79664 Bep
['epmanus
DE_BW_01_MIA_2019_0002

Cepnsn Ne: WRT95

ﬂOHOJ’lHHTﬁJ‘]LHL[E JAOKYMCHTBI:

HaumenoBaHHue 10KyMeHTa:
CcblIKa HA JOKYMEHT:

895107_WULB8 COA PACKAGING

Crpannua 1 /6

HacTosuunii cepTugukar Obljl aBTOMATUUECKH CIeHEPUPOBAH,

HaHHble YTBEPKIACHB!I OTBETCTBCHHBIM JIMLIOM




Buinyweno:
(‘) N O VA RT I S Hogaptue dapma
INpoxaknz [mMoX
Odpaunrep wrp. 44
79664 Bep
I'epmanns
JInuensus Ha n3rotoBaenne Ne:
DE_BW_01_MIA_2019_0002
Ceptuduxatr GMP Ne:
DE_BW_01_GMP_2019_0033

CEPTUD®UKAT CEPUU
Ne DE020200253015

IMpoayxT: JIAMHU3HIT TABJIIETKH 250 mr
I'nobanbHblii maTepnan Ne: 895107 Cepus Ne: WULSS
3aknouenne:

HacTosiwnm yaocTosepsio, 4To JaHHas HHGOPMALMA NOMLTHHHA 1 BEPHA.

HaHHas cepus co3nana/ MpOM3Be/IeHa, BKIKOYAS YIIAKOBKY H KOHTPOJIb, Ha BBILIEYTIOMSAHYTOM MECTE IPOM3BOICTBA
B COOTBETCTBMH ¢ npaBunamMu GMP nokanbHoro perynaTopHoro opraHa u creunpHKaLyueil peruc TpalMoHHOT0
YAOCTOBEPEHH HMIOPTHPYOLIEH CTPAHBI,

HapaboTka, ynakoBka v aHalu3 cepun cOOTBETCTBYIOT TpeGoBanusm GMP.

OTBeTCTBEHHOE JIHIIO: Baerbel Mueller
HdaTta u Bpems: 07-05-2021 14:50:55

KommenTapuii k ceprudurary:

Texywas Bepcus u Bapuaunu: HI: HIT 42-10932-05 u3m. 1-12

Haumenosanue ADC: TepOunaduHa ruapoXIOpH;

Iponssoautens/nocrapimuk ADC: Hoaprue ®apma Llireitn AT, Schaffhauserstrasse, 4332 Stein, Switzerland
(LLIseituapus)

Cpok ropHocTtu: 30.09.2023.

B Xone npon3sBoACTBEHHBIX OMepaLyii OTKIOHeH il He Hab/IFIaN0Ch.

JlokanbHoe HanmeHoBanye npoaykta: LAMISIL TAB 250MG (JIAMH3UJI TABJIETKH 250 MI') 06PVC
1X14PC.009 RU

JInuo, BeIaaBLIEE cepTHHHKAT: Petra Distel
HomxHocTh: QA Officer
Hdata u Bpems: 22-06-2021 12:57:12

Crpanuua2 /6
Hactosiwuii ceprudmkar 6b11 aBTOMaTHYECKN CreHEPUPOBAH.
ﬂaHHb!e YTBCPNKKAECHBI OTBETCTBEHHBIM JIMLIOM



> NOVARTIS

TMpounsseaeno:
Hoeapruc dapma
ITpoaakimus ['M6X
Oduaunrep mrp. 44
79664 Bep
I'epmanus

CEPTU®UKAT AHAJIM3A
Ne DE020100122982

IMpoaykr: JIAMUW3HIT TABJIETKH 250 MI'

InobanbHbiii maTepuan Ne: 857539 Cepusi Ne: WRT95

JlaTa U3roTOBJIEHUA: 11.10.2020 IMporokoi anaau3za Ne: 4100439627

HopmaTuBHas DP_3713435 070 R_02

AOKYMEHTAlHA:

TecThbl TpeGoBaHus Pe3yabTaThl

Ornucanne: Gpopma Kpyrasie BosiKOBBITyKJBIE ¢ (hacKoii COOTBETCTBYET

Onucanue: UBET ot 6enoro 10 0e10ro ¢ KeNTOBaThIM CoOoTBETCTBYET
OTTEHKOM LIBETA

OnucaHue: pucka pHCKa Ha OJIHOM CTOPOHE CoOTBETCTBYET

OnucaHue: HaJITHCH mapkuposka « LAMISIL 250» (no kpyry) ~ CooTBeTcTByeT
Ha JIpyroii ctopoHe

OnucaHHe: MOBEPXHOCTD rJagKas uiaM clierka mepoxosaras CoOTBETCTBYET

OnucaHue: pasmMepsl Huametp: - 11 Mm CooTBeTcTBYeT

Cpennsas macca 371 =410 mr 388 mr

[Mognuunocts TEPBMHA®HHA CoOTBETCTBYET CTAHAAPTY CPaBHEHHA CoOOTBETCTBYET CTAHAAPTY

meronom BOIKX CpaBHEHHsA

Crpanuua 3/ 6
HacTosumii cepTHgurkaT Obl1 aBTOMATHYECKH CTeHEPUPOBAH.,
JlaHHbIe YTBEPs/1eHbl OTBETCTBEHHBIM JIMLIOM



) NOVARTIS

ITpousseneno:
Hosapruc ®apma
IMponakmns IM6X
Odyunrep wrp. 44
79664 Bep
TepManss

CEPTHO®UKAT AHAJIN3A
Ne DE020100122982

IMpoaykr: JIAMH3HJII TABJIETKH 250 MIT

Ino6aneneiii Mmatepuan Ne: 857539 Cepns Ne: WRT9S5

Tectsl TpeGosanus PesynbTarsi

IMoanuunOCTE MeTOOM TCX CooTpeTcTByeT cTaHIapTy CooTBeTcTBYET CTAaHAPTY
CpPaBHEHHUA CpaBHeHHs

Konuuecreennoe onpenencuue 95,0 - 105,0% 99.9%

TEPEMHA®UHA metozom BIXCX

Crieuncideckasn npumecs (Tepbunadun He 6onee 0,05% <0,01%

Humep) metonom BIKX

[MocToponuue npumecu: 206-89 (cmeund.) He 6onee 0,2% <0,1%

MeTonoM BOKX

ITocTopornue npumecn: 502-82 (cneund.) He Gonee 0,2% <0,1%

MeTonoMm BOKX

[TocToponnue npumecu: 503-82 (crmeund.) He 6osee 0,2% <0,1%
MerogoM BOXKX

[TocTopoHHHe MpUMecH: eIMHUYHAS He Gonee 0,2% <0,1%
HeHICHTH(NLHPOBaHHAA MeToZoM BIXKX

ITocToponnue npumecn: cymmapho metogom He Gonee 0,5% <0,1%
BOXX
Pactsopenne, n=6, 12 unn 24 6-24 6

Crpanuua 4 /6
Hacrostmmit cepruduxar 6bi1 asToMaTHYeCKH CreHepHpOBaH.
JaHHbIe yTBEPKAEHBI OTBETCTBEHHbBIM JTHLIOM



) NOVARTIS

IMponzeeaeno:
Hogapruc ®apma
ITpoaakmms I'm6X
Odaunrep wrp. 44
79664 Bep
Iepmanns

CEPTUOUKAT AHAJIU3A
Ne DE020100122982

IMpoaykT: JTAMH3HII TABJIETKH 250 MI'

Inobanbubiii maTepuan Ne: 857539 Cepusi No: WRT95
TecTsl TpebdoBanusn PesyabTaThl
Pactsopenne TEPEHHA®WHA uepes 15 He menee 75% 84%

MHHYT

PacTeopenne: MUHHMYM - 81%
PacTeopenne: makcumym - 86%
PacTeopenye: KoHe1HOE 3aKTIOqEHHE He menee 75 % (3nauenue Q) ot CootgetcTBYET

3aABJIEHHOTO colep:kaHus uepes 15
MHHYT, COOTB. KPUTEPHAM
npuemaemoct Eep. @., @, CILIA u

An, @.
OnHOPOIHOCTL TO3MPOBAHKA TI0 Macce: 10-30 10
n=10 unu 30
OIHOPOIHOCTH 103HPOBAHNUS - 99.9%
TEPBMHA®HWHA no macce: cpennee
3HAuUEHHe

Ctpanuua 5/6
Hacrosiiuuii ceptudukar Gbi1 aBTOMaTHUECKH CreHEPUPOBaH.
HaHHbIB YTBEPKIAEHblI OTBETCTBEHHBIM JIHLIOM



) NOVARTIS

ITponseeneno:
Hogaprtuc dapma
[Mponakmus 'M6X
Odumnrep wrp. 44
79664 Bep
I'epmanus

CEPTUO®UKAT AHAJIU3A
Ne DE020100122982

IMpoaykr: JTAMU3HMI TABJIETKH 250 MI*

I'nobasibHbIiT MaTepras Ne: 857539 Cepus Ne: WRT95
TecTnl TpeGoBanus PesynbTars!
OIHOPOIHOCTh 103MPOBAHKA 110 Macce! - 99.0%
MUHUMYM

OnHOPOIHOCTE 03UPOBAHKA MO Macca; - 101.1%
MaKCUMyM

ONHOPOAHOCTh 103HPOBAHHA MO Macce: He 6onee 15,0 1.5
MpHEMeMoe 3HaYeHIe

OnHOPOHOCTb TO3UPOBAHUS 11O MacCe: CoorsetcTBHe TpeGoBanuam @. CootsetcTByeT
KOHEYHOE 3HaYeHHUE CIIA, Esp. @, Sin. &,

3akmovenne:

Cepust cOOTBETCTBYET crenudUKaLM HOPMATUBHOI 10KyMeHTaLHy. HacTosmmm YAOCTOBEPSIO, YTO MPHBEACHHAS
BbILIE MH(DOPMaLMs NOTMHHA U BEpHA M JaHHbIE aHANN3a ObIIN MpOBEPEHbI H NMPH3HAHBI COOTBETCTBYIOLIUMHU
TpeboBanusm GMP,

[Taprus, cootserctytomas TM DP_3713435 070 R 02, taksxe cootBetcTBYeT TM DP 3713435 070 RO1

uDP_ 3713435 C R 4,

OTBeTCTBEHHOE JIHLIO: Thomas Zimmermann
JlaTa u Bpemsi: 01-12-2020 10:43:34
Jluuo, Bb1IaBIIeE cepTHRHKAT: Michael Bauer
Jo/IKHOC T QC Expert

Hata u Bpemsi: 01-12-2020 10:43:34

Crpanuua 6 / 6
Hacroswmnit ceprudukat Gl aBTOMATHYECKH CreHEPHPOBaH,
HaHHble yTBEpA/AeHBI OTBETCTBEHHBIM JHLIOM




A Novartis

Brinyueno:
Division

Jlex dapmaceoTHRANS 1.1,
Bepoguukosa,57

1526 Jrobnstna, CnoeHus
Ten.:+386 1 5802111
Dakc:+386 1 5683517
www lek.si

SANDO

Ccblika: 2806211402

JIM1leH3Hs HA MPOM3BOACTRO!
800-8/2020-5

CEPTUO®UKAT COOTBETCTBUS

IMpoayxkr: LAMISIL 250MG (JIAMM3HJI 250MI') 14TAB | RU

Toproeoe HanmeHoBaHHe: JTAMM3N

Jo3npoBka: 250MI°

JlekaperBenHas gpopma: TABJIETKH

Tun ynakorkwu: BJIMCTEP Tunn Beinycka: Boinyck Ha peIHOK
Pasmep ynaxosiu: 1x14

MaTtepuan No: 44089189

Cepus Ne WULSS Hdara Beimycka: 28.06.202

JlaTa npoussoacTea 11.10.2020 Kosiuuecerro eannuu npoaykra: 28413 wr,
Cpok rogHocTH 30.09.2023

[TpousBoauTens:

Beinyckalomnii KOHTpo.k
KavecTBa:

ILiomanka, npoBoauswasn
TeCTHPOBAHHE!

79664 Bep
[epmanus
HopmaTtueuas JoxymenTauus: HJI 42-10932-05
m3m. 1-12
MARS: 757816
CrpaHa Ha3HaYeHHUs: Homep perncrpaunonnoro
YAOCTOBEPEHU:
Poccuiickas Pexepauns [TNO012154/01

Jlex dapmaceroTHRAN3 1.4,

Tpumnunan 2D
9220 Jlenpnapa
Crnosenust

Jlex MapmaceroTHkans 1.1,

Tpumannn 2D
9220 Jlennara
CnoBeHus

JInuensus Ne 800-8/2020-5

JInuensus Ne 800-8/2020-5

Hogaptuc ®apma [poaakmnz I'M6X

Odannrep wrp. 44

Crp.: 1/3 *B 1aHHOM IOKyMEHTE NOCTAB/IeHa 3NEKTPOHHAA OANHCH B COOTBETCTBHH CO cranaaprom Canaos

Kuyants
eva
Natalya

Digitally signed by
Kuyantseva Natalya

DN: dec=com, de=novartis,
ou=people, ou=TO,
serialNumber=2048528,
en=Kuyantseva Natalya
Reason: Nepesog
NPOBEPWN W 3aBepUN
Date: 2021.06.29 10:5%:25
+03'00"



SANDO A Novartis Brinyuieno:
Division Jlex PapMachOTHKANS 1171,

Beposuikoga,57

1526 Jlrobnsaua,Cnosenus
Ten.:+386 1 5802111
Daxc:+386 1 5683517

www lek.si

JlnueH3nst Ha IPOH3BOICTRO:
800-8/2020-5

CEPTH®UKAT COOTBETCTBUSA

Ccebinka: 2806211402

IMponykr: LAMISIL 250MG (JIAMH3HWJI 250MIN) 14TAB 1 RU
Toprogoe
HAUMEHOBAHUE! JIAMU3HUIT
Cepus Noe : WULSS
Marepuan Ne: 44089189
3aknioueHue:

Hactosumm ynoctosepaio, uto nannas nuhopmauns moamiiHa u BepHa.

ﬂﬂllllaﬂ cCpHa co3gaHa/ MPOHU3BCACHA, BKIKOYAas YIAaKOBKY H KOHTpPO/TL, Ha BRILICYTIOMAHYTBIN MECTax NPOU3BOJICTEA B COOTBCTCTEBHH C
npasinamMi GMP nokamsHoro peryistopHoro oprama u cneunuxaimeii PETHCTPALMOHHOTO YI0CTOBEPEHUS HMIIOPTHPYIOLIEH CTPAHEL.
Jlannzie 06 0GpaboTke, ynakoBKe W aHATH3E cepHit Gbln MPOBEPEHB! H NPHIHAHBI COOTBETCTBYIOIMMU GMP.

VITAKOBKA
To 14 Tabnerok s [IBX/anomunnessiii Gauctep.
1 it 2 Gncrepa BMECTE ¢ HHCTPYKLME!t MO MEAHLHHCKOMY TIPHMEHEHHIO B KaPTOHHYIO Mauky.

MAPKHPOBKA

Ha 6nuictepe na pycckom a3bike YKAIBIBAIOT, TOProBOE HANMEHOBAHHE fpenapata ¢ npejaynpeauTeasHoil Mapkuporkoit ®, MHH, no3nposky,
7EKAPCTBCHHYIO (DOPMY, TOTOTHN KOMIAHMI (HA TaTHHIILE), HOMEP CEPHIL, JATbl PONIBOICTRA H OKOHYAHHS cpoka rommoeT. Ha kakaoli
Aueiike 0IMCTEpa yKa3aH eHb Helenn (KancHaapHas ynakoeka). Jlonyckaeres HaHeceHHe BHYTPEHHHX YNAKOBOYHBIX KOJIOB KOMIAHHH.

Ha kapTomHoii nayke Ha pycekoM M aHIMHICKOM A3bIKAX YKa3bIBAIOT, IOFOTHI KOMIIAHIH (Ha IATHHULE), TOPTOBOE HAMMEHOBAHHE Npenapara
€ IpEAYMPENTEbHOI Mapkiposkoii ®, MHH, 1031poBKy, KoMi4ecTBO TaGACTOK B YIAKOBKE € YKAIAHHEM JIGKAPCTBEHHOM (GOPMEL, HOMED
PETHCTPALMOHHOTC YAOCTOBEPEHHA (HA PYCCKOM A3bIKE): NPETYTMPEANTENbHBIE HALTNCH (C COOTBETCTBYIOMINM TICPEBOIOM Ha AHIIHITCKUiT
A3bIK): «Kanenmapran ynaxosxay, «XpaHuTh B HEOCTYNHOM 114 AeTeii MecTes, «/1ns npHema BHYTpb», «llojpoGusle ykasanna no
NMPHMCHEHHIO HPUBEACHEI B NPUNOKEHHON HHCTPYKUHMY, YCIOBHA OTIYCKA, YCIOBHS XPAHCHHS, HAMMEHOBAHHE H CONEPIKaHHE AEHCTRYIONIErD
BEWECTBA B | Tab1eTke, HaMEHOBaHHE 1 /IPeC (CTPAHA) KOMITAHNH-1EPKATENA PErHCTPALOHHOO YAOCTOBEPEHUS; HAMMCHOBAHHE 1 aJIpec
(ropoj, cTpaHa) KOMNaHUi-NPOH3BOINTEA, ATy NPON3BOACTBA (Ha PYCCKOM A3BIKE), AaTy OKOHYaHNA CpOKa roAHOCTH (HA PYCCKOM A3BIKE),
HOMED CEPHH (Ha PYCCKOM A3BIKE), WTPHX-KOJL. JIOMYCKACTCA HAHECEHNE BHYTPEHHHX VIIAKOBOYHBIX KOLOB KOMIAHHH,

JlononHuTeNbHO HA KAPTOHHYIO NAUKY MOTYT GbITh HAHECEHLI CPEACTBA HACHTHYHKALH LA MOHHTOPHHTA ABWAKCHMUS JI€KAPCTBEHHBIX
1penapatos i MEAHUMHCKOTO NPHMEHEHHA OT NPOM3BOINTEIA 10 KOHEYHO0 NOTPEGHTENs.

YCJIOBHA XPAHEHWS "
B 3aiiiwenHom 0T ¢cBeTa MecTe npH TeMnepatype He Bhie 30°C,

KommenTapun k ceprumkary:

B npouecce npon3eoaCcTBa M yNakoBKH IPOAYKTA HE GbLIO 3a()MKCHPOBAHHO KAKMX-/THG0 OTKIOHEHMH, KOTOPLIE MOTTTH Gbl
MOBIMATH HA BBINYCK NPOLYKTA,

@apmauesTHYecKas cyGeTaHIms: TepOunaduna ruapoxnopus. [poussoaures (papmauesTHueckoii cyGeranumn: Hosaptuc
®apma [reiin AI'; anpec: Stein, Switzerland (I seituapus) / Iponssoantens (rotosoii JID):

Hogaprue ®apma Mpoaakins IM6X (Odumnrep mitp. 44, 79664 Bep, 'epmanus); nepeuunas 4 BTOPUYHAS YIAKOBKA:!
Hosaprue ®apwma Mponakmus InGX (Odumnrep wrp, 44, 79664 Bep, ['epmanua); cepranusaumns u arperauus:

Jlex @apmaceiorurans jiu. (Tpumaunn 2D, Jlenaasa, 9220, Cnosenus).

Crp.: 2/3 *B naHHOM 10KyMEHTE [10CTABIEHa YEKTPOHHAS MOAMNCH B COOTBETCTBUH CO cranaaptom Canos




SANDOZ 0

Cceblnka: 2806211402

Brinymeno:

Jlex PapMacbOTHKAT3 1111,
Beposuikosa,57

1526 JTrobnsna,CnoseHus
Ten.:+386 1 5802111
Paxc:+386 1 5683517

www lek.si

JIMueHsust Ha NPOU3BOACTRO!
800-8/2020-5

CEPTU®UKAT COOTBETCTBUA

IMpoayxT:

Toproeoe

HAMMEHOBAHME: JTAMH3HUI
MaTrepuan No: 44089189

LAMISIL 250MG (JIAMH3HJI 250MT) 14TAB_1 RU

Cepust Ne : WULSS

Beinyck cepun/Ceprudmkar cosaan:

Boinycxk cepun//data ceprudukara/Bpems:

Hata cosnanns ceprudpurata/Bpems:

Ctp.: 3/3 *B 1aHHOM I0KyMEHTE I0CTABIEHA IEKTPOHHAs MOANNCH B COOTBETCTBHH CO cranaaproMm Canjo3

Zoran Trost, yrloTHOMOYEHHOE JIMLO
28-06-2021/13:00:29
28-06-2021/13:02:06




