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| CAHJI03

Cchinka: 2603200649

BoinyweH:

Nek dapmMaceloTUKANC 4.4.
BeposLkosa, 57

1526 flwobnana, CnoseHus
Ten.: +386 1580 2111
dakc: + 386 1 5683517
www. lek.si

Juuex3us Ha NPOU3BOACTBO!

800-19/2018-11

CEPTH®HUKAT COOTBETCTBHS

IIpoaykT

Jo3upoBKa

®opma 103HPOBKH
YnakoBka

O0beM YNAKOBKH

Kon

Cepus Cannos

JlaTa npoH3BOACTBA
CpoK roHOCTH

AJlpec NpOH3BOAMTENSA

Toprosoe HAaHMeHOBAHHE

5-NOK(5-HOK) 50 MG 50SCT RU
5-HOK

50 Mr

TaGneTky, NOKPBITEIE 000JIOUKOH
OnakoH

1 pnaxon x 50 TabieTox
90972

KK8558

20.01.2020

31.12.2024

Jlex dapMachlOTHKANIC A.4.
Konoasopceka, 27

1234 Memrreiu

CnoBeHHs

Tun BbINycKa: BBIITYCK Ha PEIHOK

JaTa Bbimycka: 26-03-2020
Koauuecrso: 38079 ym.
Jupensusa: 800-19/2019-11

CocraB:

IIpoaykT
Kon
Anpec NpOH3BOAHTEA

NITROOKSIN (HUTPOOKCHH) - P
40339 Axtusnag ®apm. CydcTanuus
Jlex ®apmachroTHKANC 1.1
Konomsopeka, 27

1234 Menreu,

CrnoBedus

JIuneHsusn:

Cepusi: B534284AA
800-19/2019-11

CocTan:

fIIpouyKT
Kon
Anpec NpoH3BOAHTE/A

NITROOKSIN (HUTPOOKCHH) - P
40339 AxtusHas ®apm. CybcTaHuus
Jlex ®apMacbOTHKANC 1.1
Konoasopcka, 27

1234 Mewnrem,

Cnosenus

Junensus:

Cepusa: B534285AA
800-19/2019-11

Crp.: 1/3 *B DaHHOM JOKYMEHTE HCHIOMB3YETCA 3/IeKTPOHHAA MOANKCH B COOTBETCTBAM €O CTAHAAPTOM CaHao3




CAHJIO3

Cceinka: 2603200648

Boinylex:

Nex ®apmacslOTUKANG A.A.
Bepoewkosa, 57

1526 Nwbnana, CnoseHns
Ten.: +386 1 5802111
daxe: + 386 15683517
www.lek.si

JIWLeH3NA Ha NPOM3BOACTRO!
800-19/2019-11

CEPTUO®HUKAT COOTBETCTBUA

HpoaykT
Topropoe HAaHMeHOBAHHE
Kog

5-NOK(5-HOK) 50 MG 50SCT RU
5-HOK
90972

Cepua Canjos: KKB8558

Cocras:
HpomykT 5-NOK (5-HOK) DRAZEJI 50MG-P
Kox 41092 Bank Cepusi: KG9075
O6muii 00beM 1931156 mT.
Afipec NpOU3BOAUTES Jlex dapmachIOTHKAIC 4. JInuensusn: 800-19/2019-11
Konozsopeka 27
1234 Menrem
CnopeHus

JakawueHHe:

HacToAlMM NMOATBEPHKNAI0, YTO BCE NMPOHIBONCTBEHHDIC TATEI 3TOM MApTHW rOTOBOM MPOAYKUMH OBUTH MPOBENCHL! B MOTHOM
cooTBeTcTBMH ¢ TpefopammaMu GMP # TpeGoBaHHAM GMP EC u (korna we 8 EC) ¢ TpeGoBaHHAMH pEryIATOPHBIX OpranoB

CTPaKbY/CTPaH Ha3HAYCHHSL.

KoMMeHTapHH:

B npotecce MPOM3BOACTBA M YNIAKOBKA NPOMYKTA HE 6B110 3aMKCHPOBAHO KAKHX-TMGO OTKIOHSHHH,
KOTOpBIE MOTTH Gbl BIUATE Ha BBIMYCK NPOAYKTA

cp.: 2/3
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CAH ﬂ03 Beinywen:

Nex GapmaceoTUKanc 4.4,

Beposwekosa, 57

1526 NMwbnsHa, CnoseHus
Cobinka: 2603200649 Ten.: +386 1 5802111

dakc; + 386 1 5683517

www lek si

fTMUEH3NA Ha NPOU3BOACTEO:

8CC-19/2018-11

CEPTU®HUKAT COOTBETCTBUS

Ipoaykr 5-NOK(5-HOK) 50 MG 50SCT RU

Toprosoe naumenoBanue S5-HOK

Kon 90972 Cepua Canpnos: KK8558
KommenTapun:

B npouecce npon3BOACTBA M YNAKOBKH MPO/TYKTa He GbIN0 3aMKCHPOBAHO KAKMX-THE0 OTKIOHEHHH,
KOTOpbIE MOT/IH Obl BJMATL HA BBITYCK NPOAYKTa

[1poayxT npoananusnpoBaH, NPOMAapKUPOBAH W YNAKOBaH B cooTBeTcTBMM ¢ HJ Ne [T NO14133/01-191017
um. 1. Crenyowme ynakosouHble MaTepuaibl coaepxatr: Mapkupopka: 46248435 / HHeTpykuus mo
NpUMeHeHHIo: 46249461 / Vnakoska: 46248903, / Vnakoska: [To 50 Ta6aeToK B MNAacTHKOBbIN thnakoH,
YKYNOPEHHBIH NONHITHICHOBOH NPOBKOH M3 NOMMITHIACHA HH3KOM MIOTHOCTH C penbe)HbIM H30BpaKeHHeM
norotina GupMeL. | akoH B KAPTOHHYIO MAYKY BMECTE C MHCTPYKLMEH MO NPHMEHEHHIO. [Tpumeuanwue: ¢
LeAbIo KOHTPOIS MEPBOrO BCKPBITUA € ABYX CTOPOH KAPTOHHOM MAukW J0MYCKAaeTCs HATHYME Mpo3payHbiX
Hakneek. Mapkuposka: Ha nepBuuHol ynakoBke (3THKeTKe (akoHa) HA PYCCKOM f3bIKE YKA3bIBAOT:
TOPrOBOE HAMMEHOBAHHWE Nperaparta ¢ NpeaynpeanTenbHoOH Mapkuposkoit ®, K03upoBKy, nexapcTBeHHYIO
dopMy, KONMHuecTBO TaGneToK B yMakoBKe, HAMMEHOBAHHE W CTpaHy AepKaTens PErHCTPALMOHHOTO
YAOCTOBEPEHUA, JIOTOTHI NPOU3BOAHTENS, HAKMEHOBAHHE H ColepikKaHHe JeHCTBYIOLIEro BEIECTBa B OHOI
TafnieTke, YCNOBHA XPaHEHWs, HOMEpP CepHM, CPOK TOJHOCTH (FOAEH 10), BHYTPeHHHH KO KOMMaHKH-
NpOH3BOAMTENA MOryT ObiThb npegocTaBieHsl. Ha BTOpuuHOM ymakoske (mauke) Ha pPYCCKOM S3biKe
YKashIBalOT: TOProBOE HAMMEHOBAHHE Npenapara ¢ npeaynpeanTeNbHOR Mapkuposkoi ®, nexapeTBeHHYIO
GopMmy, MeXIyHapoaHOE HENaTCHTOBAHHOE HAWMEHOBAHWE (AyGAMPYeTCS Ha AHIIHHCKOM A3bIKE),
A03MPOBKY, KOMHYeCTBO TabAeTOK B yNaKOBKe, HAMMEHOBAHWE M COJEpXKaHHWe AEHCTBYIOLLErD B OAHOM
TadneTKe, NpPeaynpenuTebHple HalMicKH: «BHHMaTenbHO npounTaiiTe npunaraeMyio MHCTPYKUMIO nepea
MpHeMOM mpemapata.», «XpaHWTb B HEIOCTYMHOM AnA AeTeil mecte.», «[Ipenapat CoaepKHT NaKTO3bl
MOHOTHIPAT, caxapo3y M KpacuTelb comHeuHblii 3akaT xenteld [E 110].», Homep peructpauronHoro
YAOCTOBEPEHMUS, CMocod MPUMEHEHHA, YCIOBMA OTIYCKa, YCIOBMA XpPaHEHMA, HOMED CEPHH, AaTy
W3rOTOBNEHMS, CPOK TONHOCTH (roleH 10), HaMMEHOBAHME W aJpec JepXKaTeld pPEerHCTPaLHMOHHOrO
YAOCTOBEPEHHS, JIOTOTHII IPOH3BOAKTEN, roforpaMmy (H3o0pakeHHe NOTOTHNA NPOM3BOAHUTENS W HALMHMCh
«QUALITY»), HauMeHOBaHME M aapec NPOM3BOAMTENS, WTPHX-KOL, BHYTPEHHME KOABI KOMMAHMH-
MPOM3BOIUTENS MOTYT OBITh MpeaocTas/ieHsl. [ononHHTENbHO MOXeT GbiTh HaHeceHa MHpOpPMAaLMA 114
MOHHTOPHHIa JBHXXCHHSA JICKAPCTBEHHBIX [IPENAPATOB OT MPOW3BOAMTENR J10 KOHEUHOLO: rm:rpeeme:m /
VYenoeua xpanenus: Tlpu 25°C nnu Huke, R

Beimyck cepun / CepThdurat cosgaH Mapuna [TonecHHux, YTIONHOMOHE!
Brimyck cepun / lata ceptudurara / Bpems 26.03.2020/ 05:48:33
Hata cosnanus cepTuduxata / Bpema 26.03.2020/ 05:49:32
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