Mepesoa € aHIMMIACKOTO A3bIKA Ha PYCCKUA A3bIK
<[Tozomun komnaHuu 366eu>

3668u C.p.Jl.
C.P. 148 NMoHTuHa Km 52 cHY Tel.+39-06-928921
Kamnosepae au Anpunua, Jlatusa 04011 Fax: 39-06-928927000
Wranusa
CEPTUOUWUKAT COOTBETCTBUA
Homep CAI: 20010461 Homep B cnucke: 0ON311
HazeaHue npenapara: lentpan 500 mr 2x10 TabneTku [Oata npoussogcTea: 03 — 2021
Homep cepum: 1146151 JaTa ucTeuenun cpoka rogHocTu: 02 — 2024

I1pou3BoICTBEHHAS MI0WAAKa: D00BH C.p.J1. 04011 Kamnosepae (JIT) Hramus

Juuensus na npouseoactso / Ceprudurar o HaAde/KAIel MPOH3IBOACTBEHHOI NPAKTHKE!
IT /146/ H/2019

ITpoH3BOACTBEHHBII ABTOPH3OBAHHBIMH IEKpeT: n.aM#3/2021 del 19.01.2021

Vnakoska = 2 X 10 Tadaerok B 1ucTepax
JlexapcrBennas Gopma = TabACTK, NOKPLITBIE 000104K0H

PerncTpalHoHHOE Y, 10cToBeperue Ne = H/m
Crpana umnopra = Poccus
JleficTBY HolIjee BCLICCTBO/I03UPOBKA: = ALEMETHOHHH 500 mr

HacTosAwmMM NOATBEPXKA A, YTO BbllleykasaHHas MHpopMauus sBNAETCA NoANvHHON W TouHOW. [anHas
cepusa NPoAYKTa Npou3BeAeHa, BKN4an

yNaKkoBKY/MapKMPOBKY W KOHTPONb Ka4ecTea Ha BbILLEYNOMSAHYTOW NPOM3BOACTBEHHON NOLWaAKe B NONHOM
cootseTcTeMM ¢ TpeBosanusmu GMP  nokanbHOro PerynaTopHoro oprada w cneundukaLnaMm
PerncTpauuoHHoro Aocke CTpaHel UMnopTepa  unu cneyndrKauMsaMU  NPOAYKTa ANS UCCnefyembixX
neKapcTBeHHbIX CPEACTB.

3anucK No NPOW3BOACTBY, YNAKOBKE M NPOBEAEHMIO aHanu3a NpoBepeHs! 1 MpU3HaHe! COOTBETCTRYIOWUMA
GMP.

2668u C.p.JL
VII0JIHOMOUYEHHOE JIHIO

[Tonnucey: Banepus Pyrrepu, YnolHOMOUCHHOE KO
Jara: 09 urons 2021

Jlata poinycka: 17 mas 2021
[TepecMoTpeHHas BEpCHs

Hactosiuumit Ceprudukat cootBeTcTBHs ObL1 BhinywWen 09 mions 2021 ¢ 1ebio 10Ky MEHTHPOBAHHA
OKOHYATC/IBLHOIO BBITTYCKA JAHHOMH CePUH 110CTIe CTAHH CEPHATH3ALHH, BBINOTHEHHOH D600TT

Crp.1u33



<[flozcomun komnaruu 3668u>

3668u C.p.J1.

C.P. 148 MoHTuHa Km 52 cHy
Kamnosepae av Anpunua, Matuxa 04011
Wranus

CEPTUHO®UKAT

Homep CAN: 20010461
Hasgauue npenapara: Mentpan 500 mr 2x10 TaBneTku
Homep cepumn: 1146151

Tel:+39-06-928921
Fax: 39-06-928927000

AHAJIIHU3 A

Homep B cnncke: 0ON311
Oara npouzeogcrtea: 03 — 2021
Hata uctevyeHun cpoka rogHocTu: 02 — 2024

MNepeBog ¢ aHMWAGKOro A3bIKa Ha PYCCKMIA R3bIK

Hokaszarenu Meroqr Hopwmsr PezyabraTh

Bisatiiill B Busvajsublii Cwm. nokasarenn CooreercTaver
crienuHKaLHg

TABJIETKH OBAJIBHOH ©OPMBI, INMAIKHE, [TPAK THYECKH BEJIGIO LIBETA,

HIOKPBITBIE IVIEHOYHOM OBOJIOYKOM.

Onnopoanocts go3uposatus L1 Erp.® 2.9.40 <=15,0 % 1.8 %

[MoamBHOCT AzemeTHOHMHA A STM.CH081 ITonowxure b HBIH CootsercrByer

IoamHHoCTs AnemMerHonnta B STM.CH082 [TonosxkurenbHbi CooTBetcTBYVET

ANEMETHOHHH HOH STM.CH082 [onoxvrenpHbIH CooTsercrByer

S.S-usomep

1,4- 6yTanncyiboHORAs KHCI0TA STM.IN215 [osoxuTenbHbIH CooTrerctayer

Koanuecrsennoe onpesnesnenue Ajemerionmnia STM.CHO81 475-525 mr/ Tabnerka 497 mr/rabnerka

S.S-u30Mmep STM.CH082 >=55% 67 %

Bomxa STM.PY796 <=2.5% 1.3 %

Pacnanaemocts: 80,1 M pactrope XJIOPHCTOBOI0POIHOM EP 2.9. 4epes 2 yaca CootsertcTrver

KHUCIIOTHI cneuHpUKaLH

Pacnanaemocts npu pH 6.8 1R EP209. <=30 MuH 13 MHH

Pacreopene B 0,1 M xnopucroro1opoasoii kuciots 1R STM.PL0665 <=10 % 0%

Pacrsopenne B 0,1 M XJI0pHCTOROI0POIHOI KHCAOTH STM.PLL0665 <=10% 0%

(npomeskyToyHOe 3Hauenue) 1R

Pacreopenne B 0,1 M XJ10pHCTOBO10pOHOI KHCAOTEI (ocHoBHOe  STM.PIL0665 <=10 % 0%

3HayeHue) 1R

Pacrpopenne npu PH 6.8 IR STM.PLL0665 >=80 % 100 %

Pacrsopenue npu PH 6.8 (HIpoMexyToHHOE 3HayeHue) 1R STM.PII 0665 >=80 % 99 %

Pactsopenne npu PH 6.8 (ocHoBHOE 3HayeHne) 1R STM.PJ0665 >=80 % 101 %

AnenuH (ADN) STM.C4081 <=25% 0.2%

Meruntioasenosus (mta) STM.C4081 <=2,0% 0.6 %

S-anenosun-L-romouncrens (sah) STM.CH081 <=2,0% 0.1 %

Tomocepus (hs) STM.C3881 <=1.2% 0,0 %

2-amuHo-4-GyTHpo1akToH (abl) STM.C3881 <=1.2% 0.2%

Eauuminas nenaeHTHd HUBPOBAHHAA TPHMeCH STM.C4081 <=0,20 % 0.10 %

CyMMa HeMAESHTHGHIMPOBAHHBIX pHMece]] STM.C4081 <=3,0% 0,1%

Cymma npumeceit STM.C4081 <=6,0 % 1,3 %

Obmee uncno aypobHbIX HakTepuit EP26.1p <=2000 KOE/r 0 KOE/r

Odlitee HHCIO APOAIKEBHIX H [IECHERRIX IPHBOB EP26.112 <=200 KOE/r 0 KOE/r

Orcyrerue Escherichia coli B Imr

26681 C.p.JL

Kourposb kauecrsa
Ioanuce: Jlaypa Tanumonn
Hara: 09 uionsa 2021

JHarta seinycka: 17 mas 2021

Hacrosmmit ananusa 611 Bemyien 09 mwong 2021 ¢ neipic

Erp.® 2/6.13

BBITYCKA JAHHOH CePUU MOC/IE CePHATHZAIMHU, BBIIOIHEHHO D6O0TT

Crp.2u33

OrcyteTRyer

AOKYMEHTHPOBAHHA OKOHYATEILHOTOQ

He obnapvikeno



<[lozomun komnaHuu 366eu>
MepeBoa C aHFMUACKOrO A3bIKa Ha pYyCCKUA A3bIK

Bcem 3aMHTEpeCcOBaHHbIM NULAM

A, HuKenoanucasLascs, Banepus Pyrrepu, yNonHOMOYEHHOE NiUo 366Bu C.p.J1., UTanua, noaTeepxAalo,
yTo cneayowwme cepum lenTtpan rabneTky 500mr, kog 20010461, Homep NpoAyKTa N311 66N Npov3eeaeHs!
8 cootBeTcTBuM ¢ H Ne IM-004269-280417, nsmexexHne Ne1-3.

- 1146151

C yBaxeHuem,

Moanuck, aata: 09 urons 2021
Banepus Pyrrepuw

OnepauroHHbIil MeHeaxep no ofecnedeHnto ka4ecTea/YNonHOMOYEHHOE Nuuio
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