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Ccbinka: 0306201205

CEPTUO®UKAT COOTBETCTBUS

Bbinywen:

Jlex ®apmaceoTuKanc 4.4.
BepoBswrkoea, 57

1526 Nwbnana, CnoseHus
Ten:+386 1 5802111

Pakc +386 1 5683517

www ek si

JlnueH3na Ha Npon3BoACTBO:
800-19/2019-11

ou

[Tpoaykr

Topropoe HaumeHoBanue
Ho3upoBka

®opma 103HPOBKH
YnakoBka

O0bem ynakoBKH

Kona

Cepus Canpno3s

JaTa npou3BoacTBa
Cpoxk roaHocTH

Alpec NpOH3BOAHTENSA

Bbinyckatowmin cant:

TecTupyrowmin canT:

DICYNONE(JMLIMHOH) 250MG 100TAB RU
JULMHOH

250 Mr

Tabaetku

baucrep

10 Oauctepos x 10 TabaeTok

90573
KMO0421
20.01.2020
31.12.2024
Jlex @apmackroTHKAIIC 111
Tpumaunu 2 J]

9220 Jlenxana,

CaoBeHus

Jlex ®apmachlOTHKAIC .11,
Tpumaunnu 2 /]

9220 Jlenpana,

CrnoBeHust

Jlex ®@apmMachlOTHKAIC [1.]1.
Beposiikora 57

1526 JIroGnsina

Ciosenus

Tun Beimycka: Bpinyck Ha peIHOK

Hara Beimycka: 03-06-2020
Konn4vectso: 7488 yiu.
JInuensus: 800-19/2019-11

Jinuensusa: 800-19/2019-11

JInuensus: 800-19/2019-11

HA/ U3am. Ne.: N013946/01-
261107 u3m. 1-7

Cocras:

Ipoaykr ETAMSYLATE(DTAM3UIIAT) TAB 250MG SI103 EU
Kon 42027224 Bank Cepus: KG5462
Oommuit 00LemM 784546 .

Anpec NpoH3BOAHTE!ISA

Jlek ®apmaceroTukaic a.4.  Jluwensus: 800-19/2019-11
Beposuikora. 57
1526 Jlrobaaua,

CraoBeHus

3aknwuenue:

Hacrosiumym noatsep:kaaio, 4To Bee NPOM3BOICTBEHHBIE YTAlbI ITOH MAPTUH FOTOBOM NPOAVKIMH ObLIH MPOBEICHBI B TOJHOM
cootsereTuk ¢ TpeboBannamn GMP n tpeGosannsv GMP EC u (korma ne B EC) ¢ Tpefosasusau PEryIATOPHBIX OpraHon

C'l‘pﬂH!:]fCTpElli HA3HAYCHHA.

Crp.: 1/3

*B nanxom JOKYMEHTE NOCTaB/I€HA 3N1EKTPOHHAA MOANKHCL B COOTBETCTBHH CO CTaHOApTOM Cannos




CAH,IIO3 Brinywen:

JNex @apmacbrOTMKanNC 4.4.

Beposwkoea, 57

1526 NMwbnsHa, Cnosexus

Ten:+386 1 5802111

®akc:+386 1 5683517
Cceinka: 0306201205 www.lek si

NueHsna Ha NPou3BOACTBO!

800-19/2019-11

CEPTU®UKAT COOTBETCTBUS

IIpoaykr DICYNONE(JIMIIMHOH) 250MG 100TAB RU
Toprosoe naumenosanue JIMIITMHOH

Koa 90573 Cepusa Cangos: KMO0421

KDMMEHTH[}HH:

HacTosUMM MOATBEPH#IAI0. MTO MPHBEIEHHAS Bbille MH(OPMALHA ABAETCA JOCTOBEPHOH M TOUYHON. DTa cepusl NPOAVKLMH Oblla
H3ITrOTOBJICHA, MPOU3BE/ICHA, BKIKOYAA YITAKOBKY H KOHTPOJIb KAYCCTBA HA BBILICYITOMAHYTBHIX IJ101ILAAKAX. B MOJIHOM COOTBETCTBHH ¢
Tpeﬁosauumm GMP smectioro PErYINPYIOUIETrO OpraHa v ¢ 'rpeﬁoaa]—muxm PErHCTPALHOHHOI0 V0CTOBEPEHHA CTPAHBLI-HMITIOPTEPA.
3anuck 00 obpadoTke, YIIAKOBKE W aHalu3e cepuu ObUIH PACCMOTPEHBI W IIPH3HAHBI COOTBETCTBYIOWMMHA GMP

YITAKOBKA

[Mo 10 rabnerox B Onucrep ns amomuuns/TIBX/TIBAX. Tlo 10 GaucrtepoB B KapTOHHYIO MAuKy BMECTE € WHCTPYKUMEH 1o
npusmeHeHnio. TIpusedanne: ¢ Uelbio KOHTPOAS [EPBOTO BCKPBITHS € JBYX CTOPOH KAPTOHHOM MAYKH JIOTYCKACTCH HATHYHEe
NpO3paYHBIX HAKIEEK.

MAPKHPOBKA
Ha I'lf.‘pBid‘iHOﬁ VINAKOBKE {(’mmTepe) Ha PYCCKOM A3BLIKE VKa3bIBAIOT! TODFOBOE HaUMCHOBAHHWE Mpenapara, MeEKIAyHapoalHoe
HEMATEHTOBAHHOE HAWMEHOBAHHE, J03UPOBKY. JCKAPCTBEHHYHO (!)D[J"\[}'. JOrOTHIT AepiKaTe/is perucTpautdHonHoOro YI0CTOBEPEHHA.
HOMEP CCpHH. CPOK TOJAHOCTH (roacH 10}, BO3MOKHO HATMYME BHYTPEHHUX KOJ0B KOMNAHHH-TIPOU3BOIAHTEA. Ha BT()]JH‘EHOﬁ
VIAKOBKE (KﬁpTﬂHHOﬁ nayvke) Ha PYCCKOM  HA3BIKE YKa3bIBAKOT! TGDT‘OBOE HAaUMEHOBaHHWE TMipenapatd. MeERAVHAPOJIHOC
HEMATCHTOBAHHOC HAMMEHOBAHHE, JIO3HPOBKY, JICKAPCTBCHHYIO (prM}'. HAHMCHOBAHHC H COACPKAHHEC JCHCTBYIOLLErO BellecTBa B
0JHO# TabneTKe. KOMUecTBO TabACTOK B VHAKOBKE. MPEAYNPEAHTE/IbHLIE HANIMHCH! ﬂnpd[l’dp&ﬂ" COLACPANT JIAKTO3Y. ». (lXpﬂHHT], B
HCAOCTYITHOM /1A Jeteit mecre.», «BuumarensHo rzpoqmaﬁre NPpHAAraeMyl0 HHCTPYKLHIO NEpe]l NMPUEMOM Tpernapara. ». cnocod
NPUMEHCHKUA, YCIO0BHA XPAHCHHA, YCIOBHA OTIYCKA. 4Ty TPOH3BOJACTBA. HOMEP CCPHNA. CPOK FOJIHOCTH (roleH /10). HaHMEHOBAHHE.
41pec W JIOTOTHIT JIepKaTead perncTpallMOHHOro YJ10CTOBECPCHUA., HAUMCHOBAHHC, TOpod W CTpaHy KOMIAHHHU-TIPOM]
HOMEDP PCrucTpallMOHHOTO Y10CTOBCPCHHA. WITPHUX KOA. BHYTPEHHHUE KObl KOMIAHHUHW-TTPOWU3BOIAUTEIIA. Jlononxure;
HaHECEHHE HH(l)ﬂp.\lﬂllP‘lH AU MOHHUTOPHHIAG ABHAKCHWA JICKADCTBCHHBIX MPENapaToB OT NPOHU3BOANUTEA 10 KOHEYHOT

YCIHOBHUA XPAHEHHWA
[1pu Temneparype nue 25°C.

A ALE

“SANDO

Has

Kommentapuu:

B npouecce npou3BOACTBA M YNAKOBKH He ObIIO BBIABIEHO HH OHOTO OTKIOHEHHS CMIOCOOHBIX MOBIUATE HA BLITYCK
MpoayKTa.

JC: Dramcunar. JC npoussoantens: Haumenosanune: Sintenevo: aapec: Jiutepec, Mexico. / ¥YMakoBLIHK NepBHYHOMN H

BTOpUuHOi ynaxkoBku: Lek Pharmaceuticals d.d. (Trimlini 2D, Lendava, 9220, Slovenia). Caeayoiuie ynakoBouHble
MaTtepHabl COAEPKaT: - HHCTPYKLHMA N0 MpUMeHeHHI0: 46259660 — kapTon 46251823 — ¢oasra: 46200545

Crp.: 2/3 *B naHHOM IOKyMeHTe MoCTaBleHa YIeKTPOHHAS NO/AMKCh B COOTBETCTBHH ¢O cTaHaapToM Canaos

cepmupuramos




CAHI03

Ccbinka: 0306201205

BeinyweH:

Nek dapmaceoTkanc a.4.
Beposuwrkosa, 57

1526 Nwbnska, Cnosexus
Ten:+386 1 5802111
®akc:+386 1 5683517
INuueHsuns Ha nponasoacTeo:
800-18/2018-11

CEPTU®HKAT COOTBETCTBMUSI

IIpoaykTr

DICYNONE(JIMLIMHOH) 250MG 100TAB RU

Toprosoe naunmenosanue JIMIIMHOH

Koa 90573 Cepus Cangos: KM0421

Boinyck cepun / Ceptudmkar co3nau Jopan TpocT , YNOTHOMOYEHHOE JTHLO

Buinyck cepun / [lata ceptudmrara / Bpema  03.06.2020/ 11:03:08

[ara coznanusa ceptudukara / Bpema 03.06.2020/ 11:05:15

Crtp.: 373 *B 1aHHOM 10KyMeHTe MocTaB/IeHa 3MeKTPOHHAA MOANHUCH B COOTBETCTBHH CO cTaHaapToM CaHao3




KoHTpone ka4yecTea roTosbIx
nexKapcTeeHHbIX dopmM
Beposwkoea, 57

Cn-1526 Nwbnsana, Cnoeexwns
Ten.: +386 (0) 1 580 26 81
dakc: + 386 (0) 1 568 45 81

ek ®apmacbkioTUkanc 4.4a.

Beposwkosa, 57

Cn-1526 NwbnsaHa, CnoeeHna
Ten.: +386 (0) 1 58021 11
dakc: + 386 (0) 1568 3517

CEPTUOUKAT AHAJIM3A

KOJIMYECTBEHHOE
OINPEJEJIEHHE Y@
[MPUMECH BDXKX

MPUMECH B2KX

PACTBOPEHME
PACTBOPEHME /

MliKp06HOH0 r’HyecKkasd 4yucToTa-

Epp.®.5.1.4.:

OB1ee uncno a3podHIX DAKTEPHIl:
OO01ee ynea0 APOAIKEH H NIECHEBLIX

rpubos:

225,0-275,0 mr/rad Dram3unar: 2500
mr/tab (90,0-110,0%)

IMPOAYKT: 90573 JTUIMHOH Tadaerku 250 mr
HOMEP P.V.: IT N 013946/01
CTPAHA: P®
HOMEP CEPHUMU: KM0421
HOMEP BAJIK: KG5462/42027224

| TAPAMETPbI | TEXYCJ10BUSI | PE3YJIBTATDI |
LBET Benble nin noutH Genbie CootsercTByeT
BHELLIHWUIA BHUJL Kpyrible 1BOAKOBbIMYK/bIE TAONETKH CooTBeTcTBYET
MACCA 400 mr CooTBeTcTBYET
OJHOPOJHOCTbH MACCHI + 5%, Esp.P. CoOTBETCTBYET
[MOAJIMHHOCTDL Y@ DTam3unar CooTBeTCcTBYET

2498 wmr/Tad

- 20,1 % Menee 0,1 Y%
I'napoxuHoH
0,1 % Menee 0.1 %

[TpoayKTel OKHCIEHHS
Dram3unaT He menee 80% (Q) 3a 30 muu

Cpeanuii nokasaTteb
e donee 10° KOE/r

e bonee 10 KOE/r

100 100 100 100 100 100

100
Menee 100 KOE/T

Menee 100 KOE/r

"CAHIO3™

"SANDOZ"
Haa
cepmupukamaos

Crp. 1 uz 2

/*  HcnbiTaHue NPOBOIHTCA Bbl(')OpO‘IHO. Ucnbitanne NPOBOAMTCA Ha OTACIbHBIX CEpHAX B COOTBETCTBHH C

YTBEPXKAEHHBIM TPaiHKOM.
’:‘)_"IEKTpOHHaH noanuchL



Nex ®apmacbioTUKanc 4.4. KoHTponb KayecTea roToBblX
NexKapcTBEHHLIX OpPM

Beposwkosa, 57 BeposLwukoBa, 57

Cn-1526 NMwbnsKa, Cnosexua Cn-1526 NMwbnana, Cnoeexua
Ten.: +386 (0) 158021 11 Ten.: +386 (0) 1 580 26 81
®dakc: + 386 (0) 15683517 dakc: + 386 (0) 1 568 45 81

CEPTUDOUKAT AHAJIM3A

MMPOAYKT: 90573 AMIIMHOH Tabdaerkn 250 mr

HOMEP P.V.: IT N 013946/01

CTPAHA: P®

HOMEP CEPHH: KM0421

HOMEP BAJIK: KG5462/42027224

ITAPAMETPbI TEXYCJIOBUS PE3YJIbTATDBI
Escherichia Coli: OTCYTCTBME / T CooTBeTcTBYET
XpaneHnue Tpu Temnepatype He Boite 25°C

COOTBETCTBYET YTBEPHKIAEHHOI crielHuKaliK

ata: 16.04.2020 KoHTponb kadecTBa

Marexa UBaH:kko

"CAH[03"

"SANDOZ"
Has
cepmu@uxamos

Crp.2u32
/¥ WcnblTanue npoBoAMTCA BbIGOpouHO. McnbiTaHWe NPOBOAMTCA HA OTIENbHBIX CEPUAX B COOTBETCTBHH C
YTBEPIK/IEHHBIM rpapuKoM.
DeKTPOHHAs MOAMHCH



