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YCTAHOBJIEHHBIM ITPU ET'O
IOCYIAPCTBEHHOM PETMCTPALIMU

Toprosoe HaumeHoBaHHKE 3upTek®

MexnyHaponHOe HENaTeHTOBaHHOE LleTupusun

HAMMEHOBaHHE (IPYNIIMPOBOYHOE WITH

XUMHYECKOE)

Jlexapcrsenuas dopma KallI{ JUlsl IPHEMA BHYTPb

Hosuposka 10 mr/mn

Qopma BeIMyCcKa 20 M1 - (hIaKOHBI € KPBILIKOH-

KarnelbHHIIEeH - Ta9Ky KapTOHHEIE

Homep cepuu (nmaprun): 21A15Z

O6bem cepuu (mapTiu): 94160 yn.

[ara npousBoacTea: 15.01.2021

['onmen no: 31.12.2025

Haumenosanve u anpec nponssomutens (¢ | Diicuka Papmacerotuxans C.p.J1., Utanus

yKa3zaHWeM CTaJnii IpoU3BOACTBA) (Via Praglia, 15 - 10044 Pianezza (TQ),

Italy) — Bce cranuu

Homep m  pgata  perHcTpallMOHHOrO [INO011930/01 ot 29.05.2007

YIOCTOBEPEHUS

Homep HOpMaTHBHO#M HOKyMEHTALMK [INO011930/01-100320 (M3m.Ne 1)

HanmenoBanue wu  anpec  mepxarens | FOCB ®apuum C.A., lseituapus (UCB

PETHCTPALHOHHOTO YA0CTOBEPEHUS Farchim SA ZI de Planchy Ch. De Croix-
Blanche 10 CH-1630 Bulle, Switzerland)

PaccmoTpeB mpenocTaBneHHble [POM3BOAMTENEM NOKYMEHTHI H COIEpXKAIUMEcs B HUX
CBEOEHNUSA, HaCTOALIIUM NoATBEepKIALO, 4TO CEPHI JIEKaApCTBECHHOTO [npernapara
COOTBETCTBYET TPEOOBAHMSAM, YCTAHOBCHHBIM IIPH €I0 FOCY AAPCTBEHHOM PErHCTPAIIHH.

Watposh E, A,
no JIOBEPEHHOCTYH B/H
[oanvch OTBETCTBEHHOTO NHLA: @/{fly 11310 FaL! Q}
(moamuce) (PHO)

Hara 10.03.2021 .
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ReciP arm

KOJ: C1A04892
HAUMEHOBAHHE: 3UPTEK

CEPTH®UKAT KAUECTBA

JIEKAPCTBEHHAS] ®OPMA: Kanuan aas npuema BHYTpb
HO3UPOBKA: 10 Mr Iletupnsuna anrnapoxtopuaa /1 M

YITAKOBKA: 20 ma - 1 draxon

CoorsercTByeT TpeGOBaHHAM CrieUHbHKALIMH, NPEICTABNEHHBIM HHKE:

CEPTH®HKAT AHAJIHM3A

CINELIM®UKALIMH
[OAPAMETPBI

Onucanue

[MnoTtHoCTH
pH

[oanunHoCTS:
Letnpusnna anruapoxaopun (BOMX)

Lerupusuxa auruapoxnopun (TCX)

Merunnapa-runpokcubensoar (BINX)

[Mponuanapa-rinpoxcuGenzoar (BIKX)

Konmuuectsennoe onpeaenenue:
- Lerpusuna auruapoxmopuna (BOAXK)

- Metunnapa-ruapokcubensoara (BOMHX)
- [ponunnapa-ruapokcuGensoara (BINX)

PoacTBenHbIe NpUMeECH:

= n-xsiopobensruapon

- n-xnopofensodeHon

- aHp raHuepuna

- NponHAeHrIuKoA 3QHp 1

- NponuieHraukons sgup 2

- CAMHHYHAA HEHIEHTH(HUUMPOBaHHAR
npuMech

- CyMMa nmpumeceit

IIpoayKTh! pa3noKeHHs KOHCEPBANTOB;

- N-rUApoxcHGeH30iHas KucaoTa
Ho3a 1 oaHOpoAHOCTEL MaCCH A03b1

CkopocTs kanens

Siicuxa GapmackioTikany C.p.a
IOpitanuecknit aapec: Bia Mpanes, 15
10044 MNbsreuua (TO) Hrarus

Iepeson

26 axBapn 2021 .

Ne Homep cepThdukara

CEPHS: 21A15Z

CIELUOUKALIAN

Ipospaunas GecupeTHas HUAKOCTH C 3aANAXOM
YKCYCHOH KHCNIOTBI

1,060 1o 1,100
4,5-5,5

Bpems ynepiusajin OCHOBHOrO mHMKa Ha XpomaTorpamme
HCNBITYEMOTO pactsopa JIOJIKHO COOTBETCTBOBATH
(= 30 %) spepenn ynepwHuBaHHA nMKa LETHPH3HHA
AMIHIPOX/IOPHAA HE XPOMATOrPAMME CTAHAAPTHOrO PACTBOpA
OcHOBHOE NATHO Ha XPOMATOTPAMME HCIIBITYEMOTO pactsopa no
TMOJIOWEHMIO, BENHYHHE M OKpacke JO/KHO COOTBETCTBOBATH
OCHOBHOMY MATHY Ha XpOMaTorpaMMe CTaHAapTHOrO pacTBOpa
Bpems ynepwspaniis nuka COOTRETCTBYIOWIEr0 MeTHITapa-
FHAPOKCHOEH30aTY Ha XPOMATOrPaMME HCIBITYEMOrO pacTsopa
NIO/KHO COOTBETCTROBATE (+ 3,0 %) BpemeHM ylepKUBAHUSA
MHKa  MeTHAnapa-rnapokcudensoata Ha  Xpomartorpamme
CTAaHIAPTHOrO PacTROpA

Bpems yaepausania nika COOTBETCTBYIOLIEro NpoNiinapa-
FHPOKCHGEH30aTY Ha XPOMATOTPAMME HCIIBITYEMOro PacTBOpa
nomicHo cootsercThosath (* 3,0 %) BpemeHH yaepKHBaHHS
MHKA  nponuanapa-ruapokcHOeH3oaTa Ha  XpomaTorpamme
CTaHJapTHOrO pacTsopa

10,0 mr/mn Hopmsr; (95,0 = 105,0 %
1,35 mr/mn Hopms!: (90,0 - 110,0 %
0,15 mr/mn Hopmbr: 90,0 —110,0 %
He Gonee 0,2 %
He Gonee 0,2 %
He Gonee 0,2 %
He Gonee 0,2 %
He Gonee 0,2 %
He Gonee 0,2 %
He Gonee 1,0 %

He Gonee 0,5 %

CkopocTs Kanens He Gonee 2-x Kanens/c

PE3VYJILTATHI

Cootsetcrayer

1,092
49

Cootserctayer

CooTsetcTByeT

CooTsercTayer

CooTsetcTayer

10,0 Mr/ma
1,341 mr/mn
0,147 mr/mn
<0,10%
<0,10%
<0,10%
<0,10 %
<0,10%
<0,10%
<0,10%

0,2%

1 kanas/c

Llitavin (pexBiauTei)

C.1/2



[lepeson

Reci H; rm
P 26 sugapa 2021 r.

CEPTHO®UKAT KAYECTBA
KOJI: C1A04892
HAUMEHOBAHHE: 3UPTEK
JIEKAPCTBEHHAA ®OPMA: Kanuu oJisi IpHeMa BHYTPhb
HO3HUPOBKA: 10 mr UeTnpusuna anruapoxaopuaa /1 mi
YIIAKOBKA: 20 ma - 1 drakon
CootsercTByeT TpeGoBaHHsM crieldbHKaluil, IpeaCTaABIEHHBIM HIDKE:

CEPTHOHKAT AHAJTH3A Ne HoMep cepTHHKaTa
CEPHUSL: 21A15Z

CIIEUMPHKALIMHA
[MTAPAMETPBI CNEUHMPHUKALIMH PE3VJILTATSHI
OTKIOHEHHE eIHHHYHOI 03Bl OtxnoHenHe eanHH4HOH 10361 He Gonee yem - 10 % -2%

OT CpenHeii Maccel
OTKIOHEHHE eIHHUYHOH 1103k OtknoHenne eaMHUYHOI 10361 He Bonee yem + 10 % 2%

OT cpefiHeH Macchl
OrxnoHenne cymmbl 10 mace OtxnoHenue cyMmbl 10 mace He Gonee uem 15 % ot 2%

HOMHHanbHOH Macch! 10-TH 103
Muxkpobuonoruveckasi 4HCTOTA

TAMC He 6onee 100 KOE/Mn 1 KOE/mn
TYMC He 6onee 10 KOE/Mn 0 KOE/Mn
Escherichia coli Orcytcreue Escherichia coli B 1 mn OrcyTeTByer
H3snekaembiit 06BEM B cootserctaun ¢ @, CLLIA <698> 20 mn

Hacrosuum noareepsaalo, YTo BCe NPON3BOACTBEHHBIC CTAANH JaHHOMN CEpHH rOTOBOTO MPOAYKTA GBI BLITIONHEHEI B TIOJHOM
COOTBETCTBHHM ¢ TpeGoBanuamMu Hannexaweh [Tpoussoncrsennoii [paxruxu (GMP) EC u B co0TBeTCTBHH ¢ TpeGOBaHUAMH 10
PerucTpaUMH CTPaHbl/CTPAH HAZHAYEHHS.

Konuvecrso: 94160 . 3aperucTpupOBaHHBIC YCIOBHA XPAHEHHS: XPaHHThb NPH TeMnepartype He Bbiie 25°C
Jara npoussoactea: 15/01/2021 Toaen no: 31/12/2025
Crpana: Poccus [Tpoussoautens: Diicuka Gapmacetotukans C.p.n., Mranus

YNonHOMOMEHHOE JIMLIO

Dr. M. G. Valle <[Topnuce>

Diicuka Gapyacsiotukany C.p.a. Ten., daxc, email, seb-calty’ £,
HOpnmsueckaii azpec: Bua [Mpanes. 15 3
10044 Mesneuua (TO) Hranus

[Tamn (pexsH3uTHI)
7/ man
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