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CAHI0O3

Ccbinka: 2605201309

Bobinywen:

Nek ®apmackTUKANCG A.4.
BepoBwkoBa, 57

1526 NwobnsaHa, Cnosexus
Ten:+386 1 5802111
®akc:+386 1 5683517
ﬂVILIEHSVIﬂ Ha NpoOn3BOACTBO:
800-19/2019-11

CEPTU®HUKAT COOTBETCTBUSA

IIpoaykTt

Toprosoe
HAaHMEHOBaHHe
Jo3upoBka

®opma 103HPOBKH
Ynakoska

O6beM ynakoBKH
Kon

Cepus Cangos
/laTta npou3BoacTBa
Cpok rogsoctn
Alpec NpoH3BOAUTEIA

TULIP(TYJIUIT) 10 MG 30FCT RU

TYJIAUIT

10 mr

TadneTku, noKpeITHIE IVIEHOYHOM 00010UKOM

bauctep

3 Oiucrepa x 10 Tabnetok

886602 Tun Beinycka: Beinyck Ha peiHOK
KN6287

14.04.2020 Hdarta Beinycka: 26-05-2020
31.03.2023 KoaunvecrBo: 9853 yr.
Jlex @apmacptotukanc a.a.  Jluumensusi: 800-19/2019-11

Beposuikosa, 57

1526 JIroGasHa,
CioBeHus
Cocras:
Ilpoaykr ATOPBACTATHH LEK ZA FARM. CVE.
Kon 700916 AxtuBHas ®apm. CyOctanuus Cepus: B540914AA

Aapec NpoH3BOANTES

Jlex @apmacsloTHKAIC 1.1 JImuenszus: 800-19/2019-11
Kosnonsopcka 27

1234 Menrern,

CraoBenus
CocraB:
IIpoaykTt ATOPBACTATHH LEK ZA FARM. CVE.
Kon 700916 AxrtusHas @apm. CyOcrannus Cepusi: B5S40915AA

Adpec Npou3BOAHTES

Jlek ®apmacbloTUKAIC 1.]1. Jlunenszusa: 800-19/2019-11
Konoasopcka 27
1234 Mewnreuu,

CroBeHus

Crp: 1/3

*B naHHoM JOKYMEHTE MOCTaBJIEHA IIEKTPOHHAA MOANKUCEL B COOTBETCTBHUH CO CTa




CAHHO3 BbinyweH:

JNlek ®apmacklotukanc 4.4.

BepoBwkoea, 57

1526 Niobnaxa, Cnosenus

Ten:+386 1 5802111

dakc;+386 1 5683517
Ccbinka: 2605201309 www lek si

NuueHans Ha NPON3BOACTBO:

800-19/2019-11

CEPTU®UKAT COOTBETCTBUS

IMpoaykTr TULIP(TYJIMIT) 10 MG 30FCT RU
Toprosoe naumenoBanne  TVYJIUII
Koa 886602 Cepust Cangos: KN6287
Ipoaykr ATOPBACTATHH CAL FCT 10MG S103 GE 02
Kon 42023593  bank npoaykr Cepusi: KM3446
O0muii oobem 1424650 wr.
Anpec npousBoaurenss  Jlek @apmackioTHKanc 1.1. JInuensus: 800-19/2019-11
Bepoguikoga, 57
1526 JlrobasHa.,
CiioBeHus
3aknouenue:

Hactosumm MOATBCPHKAAN). 4TO BCE MMPOU3BOACTBCHHBIC ITaAllbl ITOH [TapTHH I'o TOBO# NMPOAYKUHH ObLK ITPOBEIACHEI B
MOJIHOM COOTBETCTBHM ¢ TpeGosannaMu GMP u tpedosanmusim GMP EC u (koraa e 8 EC) ¢ TpeGoBanusmu
PEryIATOPHLIX OPraHOB CTPAHLI/CTPAH HAZHAYEHHUS.

KommenTapuu:
B npouecce mpon3soacTBa M YNAKOBKM MNPOAYKTa He ObIO 3a(MKCHPOBAHO KakKMX-IHOO OTKIOHEHHIT,
KOTOpbI€ MOT/TH Obl BAHATL HA BLIMYCK MPOAYKTA

[IponykT npoaHanusnposaH, NPOMapKHpOBaH W yNakoBaH B cooTBeTcTRMN ¢ HJL No [T NO15755/01-231211
m3m. 1-3. Criexytoutue ynakoBouHsie MaTepHatbl cogep:xat: Haneuaranusie mat.: 46214918/ Unctpykums mo
npumenennto: 46268402/ Kapronnas ynakoska: 46267005,/ YITAKOBKA TTo 10 ta6neTok B 6aucrepe u3
AVAl donwbru. Mo 3 GnucTepos B KAPTOHHOI NavKe ¢ HHCTPYKLMEN MO MEAMLMHCKOMY MPUMEHEHHIO.
[Ipumeyanue: ¢ UesbIO KOHTPOAA MEPBOTO BCKPBITHS € ABYX CTOPOH KAPTOHHOM NauKH J0MYCKAETCA HATHYHE
npospautbix Hakineek.” MAPKMPOBKA Ha nepButHoil ynakoske (3THkeTke (hlakoHa) Ha pyCCKOM s3bIKe
YKa3blBaAKOT: TOProeo€ HaUHMEHOBAHHE rnpenapara c npe;‘l}’l’lpe;‘lﬂTEﬂhl[oﬁ MapKHpOBKOﬁ «®y, MCHAYHApOOHOC
HEMNaTeHTOBAHHOE HAaMMEHOBAHHE, IEKAPCTBEHHYIO (POPMY, L03UPOBKY, JOTOTHI HOPHAMHMECKOTO MLA, HA HMS
KOTOPOTO BbIIAHO PErHCTPALIMOHHOE YIOCTOBEPEHHE, HOMEDP CEPHM, CPOK TOAHCTH (rodeH 10). Ha propuuHoit
ynaKoBKe (Ha KapTOHHOI navke) Ha pyCCKOM fi3bIKE YKa3blBAOT: TOPrOBOE HAMMEHOBAHHE Npenapata ¢
NPEIYNPeANTENBHOH MapKHPOBKOH «®», MeKIyHapOIHOE HEMATEHTOBAHHOE HAMMEHOBAHUE, JIEKAPCTBEHHYHO
thopmy, 103UPOBKY, KOJIMUECTBO TAOIETOK B YNAKOBKE, HAHMEHOBAHME W COAEp/KaHUE AKTUBHOTO BEIIECTBA B

I TaGnerke. conep:kaHie NaKTO3bl MOHOTHApaTa B | TadneTke, YC/IOBHSA XPAHEHHS, NPe1ynpeanTebHbIe
Haanucu: «BunmarenbHo npouuTaiite npuiaraeMyio HHCTPYKLIMIO Mepe/l PHEMOM npenapaTta.», « XpaHHTh B
HEJOCTYTHOM /1A IeTeH MECTE.», HOMEP PErucTPaLMOHHOTO Y10CTOBEPEHHS, YCIOBHS OTIYCKa, Cnocod
NpHUMEHEHUs, HAMMEHOBAHHE, AAPEC M JIOFOTHI FOPHAMYECKOTO NINLA, HA HMA KOTOPOTO BblAaHO
PErHCTPaLHOHHOE yA0CTOBEPEHHE, HAHMEHOBAHHE H CTPAHY KOMMAHHH- NPOH3BOINTENA, HOMED CEPUH, 1Ty
NPOM3BOJICTBA, CPOK FOAHOCTH (FOAEH 110), IITPHX-KO/I, BHYTPEHHHE KOIbl KOMMAHHN NPOH3BOIHTEN.
HOnoAHHTENILHO BO3MOKHO HAHECEHHE HH(OPMALIMH U1t MOHUTOPHHTA JABMKEHHS IEKAPCTREHHBIX
NpenapaTos 0T MPOU3BOAMTENS 10 KOHEYHOTO NoTpeduTens./Ycenosus xpaHenus: [pu Temnepat
25°C

w

Crp:2/3 *B 1aHHOM 10KyMeHTe NocTaB/ieHa 1eKTPOHHAA NOAMICH B COOTBETCTRUH O B napaoy
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CAHJIO:‘} Beinywen:

Nek ®apmacsioTukanc a.4.

Beposwkoea, 57

1526 Nwbnaxa, Cnoeexuns

Ten:+386 1 5802111

Dakc:+386 1 5683517
CCblﬂKa: 2605201369 www lek s

IIMUeH3na Ha NpoOW3BOACTBO:

800-19/2018-11

CEPTH®UKAT COOTBETCTBUA

[Ipoaykr TULIP(TYJIMIT) 10 MG 30FCT RU

Toprosoe naumenoBanue  TYJIUII

Kon 886602 Cepus Cangos: KN6287
Beinyck cepun / CepTudukar cozaan Jlexan JloneHu, YIOTHOMOUEHHOE THLIO

Beinyck cepun / lata ceprudukara / Bpems 26.05.2020/ 11:09:15

Hata co3nanus ceprudukara / Bpems 26.05.2020/11:09:47

Crp: 2/2 *B naHHOM NOKYMeHTe MOCTABIEHA 3/1eKTPOHHAA MOAIHCH B COOTBETCTBHH CO CTAH




Nek ®apmacbloTUKanc 4.4. KoHTponk KayecTea roToBbIX
NeKapcTBEHHLIX hopm

BepoeLwkoea, 57 Beposuwkosa, 57
Cn-1526 NiwbnsaHa, CnoeeHus Cn-1526 Nwbnana, CnoeeHus
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0)1 580 26 81
dakc: + 386 (0)1 56835 17 dakc: + 386 (0)1 568 45 87
CEPTHUOUKAT AHAJIM3A
INNPOAYKT: 886602 TYJIUII TadieTku, NOKPLITHIE IIEHOUYHOIT 060 10uK0iT 10
Mr
HOMEP P.V.: IT N015755/01
CTPAHA: P®
HOMEP CEPUMU: KN6287
HOMEP KM3446/42023593
BAJIK/TIPOAVKT:
[ TAPAMETPBI | TEXYCJIOBMSI | PE3YJILTATBI
LIBET benble unu noytH Oesnsle CooTBeTcTBYET
OINMUCAHHE KpyTJible 1BOAKOBBIMYK.1bl€ CootBeTcTBYET
Ta0NETKH, NOKPbITBIE MJIEHOUHOI
00010UKOi1, ¢ Hanmuceo “HLA 107
Ha OJIHOMH CTOpOHe
MACCA 256 wmr. CooTrBeTcTBYET
OJHOPOJHOCTL MO MACCE + 5%, bp.®..Epp. @ CootBeTcTBYET
MOJNTMHHOCTD B2XAX ATopBacTaTuH CootBetcTBYET
KOJIMYECTBEHHOE OINPEJNEJNEHHE 9,0 - 11,0 mr/ tad 10.00  mr/ Tab
BOAX Atopeactatun: 10.0 mr/ Tad. (90,0 —
110.0%)
PACTBOPEHHE ATopBacTaTHH 94 90 98 94 100 96
He menee 80% (Q) 3a 30 munyT
PACTBOPEHME/ cpeaxee Cpennee 3HateHne 95
POJICTBEHHBIE BELLIECTBA, B cymme: < 2% 0,40 9%
[MTPOAYKTHI PACITAIA: BDIKX
POJICTBEHHLIE BEILIECTBA, JmanokcuaTopeacTtath @ < 0,25 % Menee 0,085 %
[MPOOYKTBI PACITAJIA: BOXKX
POJACTBEHHLIE BEUIECTBA., Hpyrue otaensHo: < 0,2 % 0,05 %
[MPOAYKTHI PACITAJIA: BOXKX
MHUKPOBHOJIOTHYECKAS YUCTOTA-  ne Gonee 10° KOE/r Menee 1000 KOE/r
EBp.®. 5.1.4.
OBUIEE YACJIO ABPOEHLIX
BAKTEPHH:
OBIIEE YHUCJTIO JIPOXOKEHU U ne 6onee 102 KOE/r Menee 100 KOE/r

[IJIECEHEBBIX T'PHBEOB:

Mockph

Crp. 132
/* Hcneitanue npoBoanTes BbIGOPOUHO. HcmbiTaHWe NPOBOAMTCA HA OTAENBHBIX CEPUAX B COOTBETCTBHM C
VTBEPKIEHHBIM FpafMKoM.



INeKTpOHHAA NOANUCH

Nex ®apmaceioTkanc 4.4. KoHTpone KayecTea roToBbIX
NEKaPCTBEHHBLIX hopMm
Beposwkosa, 57 Beposwkoea, 57
Cn-1526 Nbnsna, Cnosexus Cn-1526 Nwbnsaxa, Cnosexus
Ten.: +386 (0)1 580 271 11 Ten.: +386 (0)1 580 26 81
dakc: + 386 (0)7 588 35 17 dakc: + 386 (0)1 568 45 &1
CEPTUOUKAT AHAJIU3A
IMMPOAYKT: 886602 TYJIUII Tadaerkn, NOKpPbITHIE IIEHOYHO0I 060/104K0i
10 mr
HOMEP P.V.: I1 N015755/01
CTPAHA: PdD
HOMEP CEPUMH: KN6287
HOMEP
BAJIK/ITPOAYKT: KM3446/42023593
[ MAPAMETPBI | TEXYCJIOBMSI | PE3VJILTATBI |
Escherichia coli: OTCYTCTBHE / T CootBeTcTBYET
XpaHeHue [Mpu Temnepatype He Buiie 25°C

CoOTBETCTBYET YTBEP#ACHHOI crielndHKauum

Hara: 25.05.2020 KoHnTpons kauecrsa

Mupan bBaaep

Crp.2u32



/* Henbitanne npoBoanTes BbIOOPOYHO. HlcnbiTaHHe NpoBOANTCA Ha OTAE/IbHBIX CEPUSIX B COOTBETCTBHM C
VTBEP:KAEHHLIM IpaduKOM.
IeKTPOHHAS NOAMHCH




