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F'OCYTAPCTBEHHOM PETMCTPALIMU

Toprosoe HaumMenoBaHue 3uprex®

Mex1yHapoiHoe HenaTeHTOBaHHOe Lletupusun

HAHMEHOBaHKE (TPYINIHPOBOUHOE HITH

XUMHYECKOE)

JlexapcTBenHas Gpopma Karuiu it IpMeMa BHYTpb

Jo3uposka 10 mMr/mn

®opma BblIyCKa 20 M1 - hJ1aKOHBI ¢ KPBIIIKOH-
KanensHULEH - Ma4YKK KApTOHHEIE

Homep cepuu (naptum): 20D10Z

ObneM cepun (mapTuu): 92576 yn.

Jlata npoussoscTea: 10.04.2020

Tonen no: 31.03.2025

Haumenoanue u anpec npounssomurens (¢ | Difcuka ®apmacerotukxans C.p.J1., Utanus

yKa3aHUeM CTaJHii IPOM3BOJICTRA) (Via Praglia, 15 - 10044 Pianezza (TO),

Italy) — Bce cTamuu

Homep u pmata  perucrpamuoHHOro IINOI11930/01 ot 29.05.2007

YIOCTOBEPEHUSA

Homep HOpMaTHBHOI 10KyMeHTALHK ITNO11930/01-290507 (M3m.Ne 1-4)

Haumenosaume wu  ampec mepxarens | IOCB @apum C.A., Ulseituapus (UCB

PEerucTpallOHHOr0 YAOCTOBEPEHHS Farchim SA ZI de Planchy Ch. De Croix-

Blanche 10 CH-1630 Bulle, Switzerland)

PaceMoTpeB NIpeNIOCTaBIEHHbIE NPOM3BOIATENEM IOKYMEHTHI H CollepiKaliHecs B HHX
CBCUCHMA,  HACTOALUMM  TIONATBEPXNKIAID, YTO CEPUs JIEKAPCTBEHHOTO —Mpenapara
COOTBCTCTBYET TPEOOBANHSM, YCTAHOBICHHBIM TIPH €0 IOCY1aPCTBEHHON PErHCTPALHH.
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no JI0BEPEHHOCTH B/H
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ReciPh;rm

KOJ: CIA04892
HAMMEHOBAHUE: 3UPTEK

CEPTUO®HKAT KAYECTBA

JIEKAPCTBEHHAS ®OPMA: Kanuau s npHemMa BHYTpPL
JO3UPOBKA: 10 mr Uernpuzuna Anrnapoxnopuaa /1 mj

VITAKOBKA: 20 ma

CootseteTayer TpeGoBaiian cneuMuKanii, IPeICTABICHHbIM HuXKe:

CHEHMOHKALIMM

[NAPAMETPB]

Onucanne

[noTtHOCTS
pH

MoEHOCTS:!

- LeTwpnanka nuryapoxaopua
- Lemipranna anruipoxiopun
- MetnnnaparuapoxcuGensoar
- NponmanaparuapokcuGensoat
Komuectnennoe onpeaeienuc:
- LleTpranna aurnapoxsiopuaa

- MeTuanaparuapokcuenzoata
- Nponuanaparuipokcnbexsoara

Poacrsenuuie npumecs:

= MI=XJ0pOGEH3riHIpon

- n-xnopobexzofenon

= 2()Mp rInlepHHa

- NPONHAEHTAHKOLA Jhup |

= nponuiacHrankona 3gmp 2

= CAUHHYHAA HEWNEeHTHIIHLIMPOBaHHAL
npuMech

- CymMma npumcei

IponyxTei pazaokeniss KonceppanTos:
- a-rugporcubensohilas KcaoTa

/1032 1 OIHOPOAHOCTL MACEHI 10351
Ckopocts kane:is
OTkn0HEIHE EANURMHOH 03B

Otknonenne equnn4Eoil 103s1
Otknosenne cymmn 10 mace

MuKkpo01on0rnyeckas YHCTOTA
TAMC

TYMC

Escherichia coli

Magnexaemeliit 00b8M

Itenxa Gapuaceiotixais C.pa
Opuanseckuii aapec. Bua Mpains, 15
16044 Muaneuns (TO) Hraing

CEPTHOHKAT AHAJIM3A

CNENHOUKALIMKA
Tpospaunas GecuBerHasn AHIKOCTS C JANAXOM
VYKCYCHOH KHCAOTLL

1,060 10 1,100
45-55

Tonoxyrrensupiit peayssTar (BIACX)
[lonoxurenshbii peavistat (TCX)
[Nonosmurensaeil peaynstar
[onoxutensusili pesynmar

9,5-10,5 Mr/mn
1,215- 1,485 mr/mn

0,135-0,165 mr/sn

He Gonee 0,2 %
He Gonec 0,2 %
He 6once 0,2 %
He Gonee 0,2 %
He Gonee 0,2 %

He Gonee 0,2 %
He 6oace 1,0 %

He Gouee 0,5 %

CropocTh kanens He Gonee 2-x kaneis/c
OTKI0KeRse et HYHOl 1036t He Bonee yem - 10 %
0T CpCAHel Macchl

OTknoHeHKe eansudHoN 1036 He Gonee ves + 10 %
0T cpefiHeii Macenl

Otkuonenne cymyst 10 Mace ne Gonee wem 15 % ot
HOMHHATLHOMA Macew 10-Tu a03

He Gonee 100 KOE/r

He Gonee 10 KOE/r

Oteyrerame Escherichia coli s | ma

He McHee yKasauioro nomuansioro ofsema

[Mepeson

18 man 2020 r.

Ne nomep ceprudnkara

CEPHUSI: 20D10Z

EE3VIILTATHL
CoorsetcTeyer
1,092

49

CoorsercTeyer
CooTsercTayeT
CootsercTryct
CooTeercrayer

10,0 mr/nMn
1,340 mr/mn
0,148 mr/mn
<0,10%
<0,10%
<0,10
<0,10%
<0,10%

<0,10%
<0,10 %

02%

| kanna/c
-3%
3%

3%

0 KOE/r

0 KOE/Mm
Orcyretayer
20 Ma

Ulvasm (pexrianTsn)



[Tepesoa
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CEPTUOUKAT KAYECTBA
KOJ: CIA04892
HAMMEHOBAHHE: 3UPTEK
JIEKAPCTBEHHASA ®OPMA: Kanau ais npuema BHYTPh
HO3HPOBKA: 10 Mr Lerupusnna anruapoxnopuaa /1 ma
YTIAKOBKA: 20 mua

HacTosuunm TOATRCPACIANO, HTO BCE IPOMIBOICTREHHEIE CTAMHH AaHHOM CEpUH rOTEBOTO npoayKTa ObUTH BLIMIONHEHB! B (10J1HOM
COOTBETCTBHN C TpefoRaniaMn Haanexaued [IponssoacteenHoit Mpartiku (GMP) EC u B cooTBeTCTRBHE ¢ TpeboBanuaMu no
PErMCTpauny CIpaiibl/CTPaH Ha3HaYeHUs,

Konuuectso: 92576 . 3aperncTPUPOBAHHKIE YCTORMS XPAICHUA: XPAHHUTE Nipu Temnepatype ue npiwme 25°C
Jlara npoussoucrea: 10/04/2020 I'osien no: 31/03/2025

Crpauna: Poceus

YOONHOMOMEHHOE AMUO

Dr. A. Lazzerini <[Mognucs>

Dlicnka Papyacsiotirary Cpa Tea.. hake, emall, peG-caitr
10pnaiyecknii wapec: Bua Mpatns. 15
10044 Meancuua (TO) Hrans
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