JIEKJIAPAIIH}I O COOTBETCTBHH %

AHT, [IPHHHAMAIONIMH JEKJIAPALIAIO 0 COOTBETCTBHH: b
040 "(Dapmmudapm-ﬂexcpedcmsa" i
CaedeHun 0 pezucmpayuy Op2anusayuu. Hiucnexyus Gedepanshol nanoz060ii cxyxcGoi no 2. Kypcxy
18.10.2002, OFPH 1024600945478, 0ama npucgoenus OrPH: 18.10.2002

Adpec: 305022, Kypcxas obaacmb, Kypcx, yn. 2-8 Azpezamuas, 14/18, Tenecpon: 8(4712)34-03-13

B nuye: I'enepanvhbiti Qupexmop Ipoxoda E.&.
Jlosepennoe nuyo: JIicerKo E.A. Jlosepensocms: Ne 186 om 24.10.2018

3ASIBJISIET, YTO
AEXapCMeenHoe Cpeocmeo: Amuxcun® mabremxi, NOKpulmvie menovroii obonouxoti 125 mz 10 wm.,

YHaxoeKu AYEUKO8bIE KONMYPHbIE (1), navxu kapmonnvie, pez.yo. Ne JICP-000175/08 om 24.01.2008
(0ama samenw: 27.07.2017) swidano ITy6nuunoe axyuoneproe obwecmso "Omucugpapm” {TI40
"Omucugpapm"), cepur 50619, napmus 133832 ynaxoeox, 200ex do 01.07. 2022, npouseodcmea OA0
"Papmcmandapm-Jlexcpedcmsa’, HHH 4631002737, 305022, Kypcxas o6racmb, Kypck, ya. 2-3
Azpezamnas, 14/18, Poccus, x0d OKTI42 21.20.10.194, npouseedero no 3axasy ITAO "Omucugapm”

COOTBETCTBYET TPEBOBAHHSIM
JICP-000175/08-230117 usm. Ne 1

JEKJIAPAITHA NPHHATA HA OCHOBAHHH
Cepmughuxam coomsemcmsus CUCmeMbl Menedxncmenma xavecmsa 6 Cucmeme 006poGonbLHOU

cepmuguxayuL UNMezpUPOSaKHLIX CUCTIEM senedxcmenma Ne POCC RU.HM0O0.H0139 om 24.05.2019

JATA IPHHATHS JEKJIAPAIAM: 15.07.20192.
NMENCTBHTEJBHA JO: 01.07.2022 2.

CBEJIEHUA O PEFHCTPA]IHH

OPT'AH IO CEPTHOHUKAIIUH, 3APECHCTPHPOBABIIHHI JEKJIAPALIMIO
Opzan no cepmugpukavyuu npooyKyuu

Obugecmsa ¢ 02paHuUYeHHOlU OMEemcmeeRLoCmbI0 «OXpysicHoll yeHmp cepmugiuxayuuy,
adpec: 620014, POCCHA, Csepdnosckas obracme, Examepuntype, Xoxpsxoea, 74, 1706,
mea: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU.11OMOS5

OEKJIAPAITASI O COOTBETCTBHH M POCC RUJ-R U.0M05.B.33486/19
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Yugepuna A.A.

PyKoBOIUTENTH Oprana 1o
cepTH}HUKAIHE IPOAYKIK
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OAOQ "®apumeranaapr-Jlexcpencroa”
305022, Pocena, Kypek, 2-1 Arperatias, A, 1A/18

Tenedon 3amecturens [enepaniioro aupextopa no kadecrsy: (4712) 26-16-49

E-mail 3amecturens MenepansHoro AnpexTopa no kavectsy: nvkorneeva@pharmstd.ru
Tenedon/thake Hauanuinks OKK: (4712) 26-03-63

Hanmenosaune npenapara no HA:

Homep cepun:
JlaTa nponiBoacTea:

Tlogen 1

KonnsecTso npoaykuun B cepuu (Toic.ym.):
AHAIHIBI/HCIBITAHHS BbINOAHEHLI M0}

0:

ITACITOPT Ne 6619/2019 T'TI

50619
0619
0722
133,832

D©.0639/1

AMurenH® TabieTkH, NOKPLITLIC ILIeHOYHOi oonoukoii, 125 mr

HI JICP-000175/08-230117, w3m.Nel

Kauecrso npenapata rapanTHpoBano B Tevenie cpoka roAHOCTH, NpH ¢o6I04eHHH yCI10BRIT XPAHEHHA B COOTBETCTBHH
C NPeANICAHIEM B HEPACKPLITON OPHIHHAILHOI ynaKoBKe,

Hata
ananuia

Hanmenosanne
nokazareaeii

TpeGosanna HJ{

Peaynnrarsl ananusos/uennrrannii

12.07

Onucanue

Busyansubiil

Kpyrauie aposxonbimykasie Talaeru, nokpsiTsie
nacnovuoif oGonoukoil opankesoro usera. Ha
NONEPEHHOM PAIPEIE AAPO OPAIKEBOTO NBETH,
AONYCKAWTCH HesnaunTe ALHbIe Gonee TeMubIe HAK
Gonee ceeTnbIe BRpARIEHNH,

Ilo premBemMy BIAY AOIAHL COOTRETCTBOBATE
TpeGoBanuam

T'® X1, ODC.1.4.1.0015.15, «Tabnerkun

CooTnercrayer

Kpyravie ppoaxossinykisie Tabaerki, nokpuiThie
naenouHoil oGonoukoii opaumesoro users. Ha
NomepeTUOM pa3pese RAPO OPARAKEBOTO UBeTa ¢ Gonee
TEMULIMH BKPATVIENHAME.

12.07

MoanunuocTs

1107

12.07

12.07

Cuexrpooromerpuiecknii

Y@-cuextp noroueHun HCNLITYEMOT0 PACTBOPA B
ofaacrn o1 220 a0 360 um fo/Ken HMETH MAKCHMYM
npu 270 £ 2 um.

CoorsetcTByeT

BIKX

Bpema yxepusanus ocnonnoro nuka na
XPOMATOrPAMME HCTILITYEMOIO PACTBOPA,
UPETOTOBAEHHOTO LUTH KOAUMECTRENNOIO OIPeAcICHNN,
AOJKHO COOTBETCTBUBATL BPEMEHH YIePANBANNS
OCHOBHOI'O NHKA HA XpomaTorpamse pacreopa CO
THAOPOHA,

CooTBeTcTBYET

Kawecrsenunas peakunn;

- na KapGonuasuyio rpynny ¢ 5 % wenounnim
PACTBOPOM FHAPOKCH — #KeT0¢ OKPAIINBANME;
upu nprbanienun BoALI BHINANRET KeATHIH
MeJKOKpHCTALIRYecKi i ocaok

Cootsercrpyer

Kauecrsenunn peaxuus:

- ua xaopuasbl ¢ 2 % pacrsopom cepelGpa uurpara —
BeInAZenne Ge/10r0 THOPOKHCTOrD OCAAKE He
Hewelalowero upy npuGasnenun 16 % paiseaennoii
HIOTHOH KHCAOTLI M 1ErKO UCHEINIOUIEro U
upuGapieuun 10 % pacteopa aMmuaka

Coorsercrsyer

12.07

OanopoauocTs Maccnt

e X
O71296,4 mr a0 327,6 mr

311,7 mr

12.07

TlonyeTiumoe oTkaonenne or
cpeaneil maccnt

+5 %

-2,5 %; +3,3 %

12.07

Tutana nuokewa

' X111
He 6oaee 2,0%

0,7 %

11.07

Pacreopenne

I'e X1, BYAKX
Hepes 45 mun 8 pacTsop Joakn0 nepeiiTu ue menee 75
% (Q) Tuaopona

104,4 %

1L07

Oauopoanocts 10IHpOBAN NS

I'® XIII, cnocob 2 (paceTno-peconoil)
AV 150 %

28 %

11.07

[locTopouune npumecn

BIXKX
Eanuuanan wengentuduunposantas upumecs — e

|Gonce 0,2 %

0,01 %
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D.063%/1

TMacnopt Ne 6619/2019 TT1 c2
Anutkein® TabneTku, NoKpuITbIE NAEHOHHON 00001 KOR,
125 mr Cepus: 50619

11.07 |onpeaenenue

Coaepsanwue TiA0pona B ouoil Tabaere goamno fuirn
ot 119,0 mr a0 131,0 mr

A Haum-:wsnu:m Tpebosanns HJ1 PesyabTatnt AHAANIOB/CALITANII
anajania noxaareneii
[ocToOpoNHUE HPHMECH BIYAKX 0,02 %
1107 Cymmapuoe coaepraune nenAeuTHGNUHPOBALIBIX
npameceil -
ne Gosree 1,0 %%
KoauuecTsennoe BYKX 120,9 mr

MuKpoSHOIOrHHECKaN I'd X111, kareropus 3A 20 KOEIr
13.07 |umcrora O6uiee 9HeA0 AIPOBHLIX MHKPCOPraHiIMOB ~ He Gonee
1 KOEnir
' X111, xareropus 3A Menee 10
13.07 Ofuiee UHE10 APOAIKEBLIX H IJIECHEBLIX rpubon — ue
Gonee 1P KOEB 1 1
13.07 T'® XIII, kaveropus 3A Orcyrernne
i Orcyrereue Escherichiacolis 1 1
Yuakonka B coorsercrann ¢ HJL JICP-000175/08-230117 CoorsercrByeT
ITo 3 wan 6, man 10 TaGrerox B Kourypuoii sueilxonoi Tlo 10 TabaeTox B Kontypuoil sueilkosoil ynaxoske i3
YHAKOBKE HI IWICUKH noansuuuAXAopuAHOl 0 PONLTH | IIeHKH HOAMBRUHAXAOPHANOH H Gobre anoMAnRenoil
12.07 amomnmnenoll mewaruoll aakuposannoi. 1 wan 2 wewaTnoil iakuposannoi. 1 Kourypayo aueitkonyio
KONTYPHYI0 S4eiiK0BYI0 YIAKOBKY BMECTE ¢ YOAKOBKY BMECTE € HICTPYKUHEH 10 NpUMENCHNIO
HHCTPYKIHEH N0 NPHMENENKIO NOMEMANT B HATKY U3 NOMEMAIT B NAYMKY W3 KapTona. 120 natex B oqnom
. kaprona, 120 nauex b oanom xopobe. xopoGe.
12.07 MapkupoBka B coornercraun ¢ HJLJICP-000175/08-230117 CooTneTcTBYET
Xpanenne B 3aniHIMennom 0T CBETA MECTe, NPH TEMIEPATYPE HE BLilE 30°C

Cpox roanoctn

3 rona

]I‘(men no: 07 22

AHATH3 NPOBOANJ:

3axmiouenue OKK:

I'puaacosa E.A.; Xumnk (xpomaTorpadict) KupoTosa E.H.; Muxpo6uosor Pomaniok

H.H.

cooteercryer TpeGopannsam H/L JICP-000175/08-230117, n3am.Nel

noannchL

HoANHCEH

Jauuaosa O.B.

Penerenko 1.B.
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