CAHJZIO3

Ccbinka: 1703201119

BbinyweH:

JNex ®apmacbroTukanc 4.4.
BepoeLwkosa, 57

1526 MoBnaxa, Cnosexns
Ten:+386 1 5802111
Pakc:+386 1 5683517

www ek si

ﬂmuenama Ha NPOW3BOACTBO:
800-19/2019-11

CEPTH®HUKAT COOTBETCTBMUSI

IIpoaykr

Ho3upoBka

®opma 103HPOBKH
YnakoBka

ObbeM ynakoBku

Kon

Cepusa Canpnos

Hata npousBoacTBa
Cpok roaHoctn

Allpec NpOH3BOAUTEIA

ToproBoe HauMeHOBaHHe

TULIP(TYJIUIT® 20 MG 30FCT RU

TYJIUIT

20 mr

TabneTku, NOKpHITHIE MIEHOYHOI 06010UKOI
baucrep

3 6aucrepa x 10 T

871621 Tun Beinycka: Boinyck Ha peIHOK
KJ5017

27.01-2020 Harta Bbinycka: 17-03-2020
31.12-2022 KoanuecTo: 13988 vy,

Jlex ®apmacelotukanc 1.1, Juuemsus:  800-19/2019-9
Bepoeuikosa, 57

1526 JTroGnsua,

Anpec Npou3BoOaAHTE/ISA

CioBeHus
Cocras:
IIpoaykr ATOPBACTATHH JIEK 3A ®apm. CVE.
Kon 700916 Cepus: B536575AA

Jlek ®apmaceiotkaic ja.a.  Jdumensusa: 800-19/2019-11
Komoasopceka 27

1234 Menre,

CraoBenus
Cocras:
IIpoaykr ATOPBACTATHH JIEK 3A dapm. CVE.
Kon 700916 Cepus: B536576AA

AJpec IpoOH3BOAUTEIA

Jlex @apmacetotukanc 1.1, Jumensusi:  800-19/2019-11
Konoxasopcka 27
1234 Menrem,

CrnoBeHus

Crp.: 1/2




CAHI[O3 BbinyweH:

Nek GapmacsbroTUKANC 4.4,
Beposwkosa, 57

1526 MiwbnsaHa, CnoseHws
Ten:+386 1 5802111
daxc.+386 1 5683517

i iy
1703201119
e JIMLEH3URA Ha NPOW3BOACTEO:
800-19/2019-11

CEPTU®UKAT COOTBETCTBHA

Mpoaykr TULIP(TYJIMIT® 20 MG 30FCT RU
Toprosoe HaumeHoBanue  TYJIMII
Kon 871621 Cepus Canmos: KJ5017
Cocras:
IIpoaykr ATOPBACTATHH CAL tabnerkn 20 mr SI103 GE 02
Kon 42022830 Bank Cepusn: KH0287
O06muii 00bem 1484171 L.
Anpec npou3BoANTE /S Jlek ®apmaceroTukanc 1.0 Juuensus: 800-19/2019-11
Beposuikosa, 57
1526 JIrobasHa.,
CiioBeHuUs
3akatouenne:

HacToAwm™M noATBEPAAAI0, YTO BCE NPOM3BOACTBEHHBIE ITANbI 3TON NAPTHH FOTOBOH MPOAYKUMH ObLIH IIPOBEIEHD] B MOTHOM
cootsercTBuu ¢ Tpebosanuamu GMP i TpeGosannaym GMP EC u (koraa ve B EC) ¢ TpefoBaHHAME peryISTOPHBIX OPraHos
CTPaHbl/CTPaH HA3ZHAYECHUS.

KommenTapnu:

B npouecce TrpoM3BOIACTBA W YIMAKOBKH TMpPOIOYKTa HE Obl10 aacbnkcuposauo KAKUX-JTHOO OTKJIOHEHWH,
KOTOpPbIE MOI'JIH Obl BAUATEL HA BBIMYCK NMpOAYKTa

MpoAyKT NpoaHanu3MpoBaH, NPOMapKUPOBAH U ynakoeaH B cooTeeTcTemMu ¢ HA Ne M N015755/01-231211
mim. 1-3.

Beinyck cepun / Ceptudukar coznan EBa JIoOMHHHKOBHY, YNOJTHOMOUYEHHOE JTHILO
Beinyck cepun / [lara ceprudukara / Bpems 17.03.2020/ 10:17:21
Hata co3nanua ceprudukata / Bpems 17.03.2020 / 10:19:06

Crtp.: 2/2

*B naHHOM AOKYMEHTC MOCTABICHA JICKTPOHHAA MNOANKCEL B COOTBETCTBHH CO CTAHAAPTOM Canpos



INek ®apmacsioTukanc 4.4.

Beposwkoea, 57

Cn-1526 Niobnsana, Cnosexus
Ten.: +386 (0)1 580 21 11
Dakc: + 386 (0)1 568 35 17

KoHTponb kayecTea roToBbIx
NEeKapCTBEHHbIX G opM
Beposwkoea, 57

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

PACTBOPEHHE

CPEJIHWUH MOKA3ATEJIb
POJICTBEHHBIE BEILIECTBA,
MPOJIVKThI PACITAJIA:
POJICTBEHHbLIE BELLIECTBA,
[MTPOJIYKThI PACITAIA
POJICTBEHHBIE BEIIECTBA.
[TPOJIYKTbI PACITAJIA
OBUIEE YHCJIO ADPOBHbIX
BAKTEPHIA:

OBLLEE UUCJIO JIPOMOKEN U
[VIECEHEBBIX T'PUBOB:

20,0 mr/ Tad. (90,0 — 110.0%
ATopBacTaTHH

He menee 80% (Q) 3a 30 MuHyT

B cymme: < 2%
Janokcunatopsactatiy : < 0,25 %
Hpyrue otaeasHo: < 0,2 %

He donee 10 KOE/r

He Gonee 10° KOE/r

CEPTUOUKAT AHAJIU3A
INPOAYKT: 871621 TYJIMIT® tabaeTkH, NOKPLITHIE NIEHOMHOIT 0001049K0ii 20
Mr
HOMEP P.V.: 015755/01
CTPAHA: PDO
HOMEP CEPHUH: KJ5017
HOMEP BAJIK: KH0287/42022830
| TAPAMETPBI | TEXYCJIOBHSI | PE3YJILTATHI |
UBET CBeTno-KeaTbli CootBeTcTBYET
OIMUCAHHE KpYrJlble IBOSAKOBBINMYKIIbIE TA0IETKH, CootsercrByer
MOKPLIThIE MJIEHOUHOI 00010UKOI1, ¢
naanuceto “HLA 20" va oaxoit ctopone
MACCA 256 wr. CooTtBercTByeET
OJJHOPOJIHOCTB MO MACCE + 5%, Esp. @ CootgeTcTBYET
NOJJIMHHOCTE ATopBacTaTHH CootBercTByeTr
KOJIMYECTBEHHOE OTNPEIEJIEHHUE 18,0 — 22.0 mr/ Tab AtopsacTaThu: 20.30 wmr/ Tad

§9 9389959590

92 -
0,67 %

0,11 %
0,10 %
Menee 1000 KOE/r

Menee 100

KOE/r

CAHLI03"
S
"SANDOZ"
L'up:?zujiil‘:mmuif

Crp. T3 2

/* Henbitanue npoBoanTes BbIGOpouHO. McnbiTaHue NPOBOANTCA Ha OTAE/IbHBIX CEPHUAX B COOTBETCTBHH C

YTBEPHIEHHBIM IpaduKOM.
DEKTPOHHAS [OANHCE



Nek ®apmackloTvkanc 4.4. KoHTponb kauecTea roTosbix
nexkapcTeeHHbIX hopm

Beposuwkosa, 57 Beposwkosa, 57

Cn-1526 Nwbnana, CnoeeHua Cn-1526 NibnsHa, CnoseHus
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0)1 580 26 81
®dakc; + 386 (0)1 568 35 17 ®akc: + 386 (0)1 568 45 81

CEPTUOUKAT AHAJIM3A

IMMPOAYKT: 871621 TYJIMII® TabaeTKH NOKPBITLIE 060104K0i 20 M
HOMEP P.V.: 015755/01
CTPAHA: P®
HOMEP CEPUMH: KJ5017
HOMEP BAJIK: KH0287/42022830
[ MAPAMETPBI | TEXYCJIOBHS | PE3YJIbTATHI |
Escherichia coli: OTCYTCTBHE / T CootBercTByeT
XpaHeHue [1pn Temnepatype He Boiwe 253°C

CooTBeTcTBYeT YTBEPKIAEHHOI CrieunpuKaLmm

Hara: 10.03.2020 KoHTponb kauecTBa
Mupaun banep

Crp.2u32
/* WenbitaHue npoBOAWTCS BLIOOPOUHO. McnbiTanne NPOBOANWTCA HA OT/ACJAbHBIX CEPHAX B COOTBETCTBHU C
YTBEPIKIAEHHBIM rpadukom.
DNeKTPOHHAs MOAMKUChH



