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3A0 3n0-330ponnen

142103, Poccis, Mockorckas cGaacts,

r. Ilonoarck, yn. Xenesnonopoxuas, 1. 2
Ten.: (493) 642-05-42

tpaxc: (493) 642-05-43

JInuen3us Ha OCYIUECTRJIEHItE NPON3BOLCTBA JIEKRPCTREHHBIX CREACTR

N 00049-J1C oT 20.10.2021 r.

Haumenoranie npenapara

Koa npenapara
Homep cepun
Ob6bem cepun

Hara npoussoacrna
Topen no

HaTa anHanuza
AHAIAI NPOBEJEH no

ITACIIOPT -Ne1329/21

Ne 30

737

940921

55 127 wr. ynakoBox
01.04.2021 r.
31.03.2025 r.
08.11.2021 r.

Omunk® kancyns1 ¢ MopgumIMpoBANHBIM BeicBoGUeHneM, 0,4 mr,
po

CI-KO-0701-113-08 «Omnic® KARCYThI ¢ MOAUGHUHPOBARKLIM

BuIceoGoxaeHzem, 0,4 Mmm»

HJA T NQ13915/01-050218 «Omunx® kancynsi ¢ MOANHILPOBARKBIM
suicobonaenneM, 0,4 mr» Hamcnemno Ne 1, Hamenennto Ne 2

FHAPOXAOPHA

PACTBOPA  COOTBETCTBYET  BpEMeHH
YOCDKHBAHHA THKA TAMCYNOIHHE Ha
XPOMaTOrpaMMe CTAHIEpPTHOIC pacTBOpa
TAMCYTO3HHA FHAPOXAOPHAA

Haumenonaumne TpeGoranna HupmaTiBHOl PeaynuTathl HCNMKITaHKA
noxasaresiei B AOKYMEHTAUHH :
Onucanue Teepasie xenaTvHOBbIE XKancynsl pusmepa | Toepzble  kenaTHHoBBIE Kanmcynel  pazmepu
Na 2, umeronine opanxesuro useta xopnyc | Ne 2, umcioulde OpamkeRaro iwerta kopnye ¢
¢ wmapkuposkoit 701 u  rpadmreckum Mapkuposxolt 701 u rpadusecknm naobpasxeunem
M300pWwKeNHeM  TOBADHOTO  3HAKA W | TOBAPHOIO 3IHEXA H OJTHBKOBO-3ENEHONG LBseTa
O/IHBXOBO-3ENEHOr0 UBETA KPLIUGUKY C | KPhleYKY ¢  MapKHpoRko#i 0,4, - Kancyan
Mapkuposkoi 0,4. Kancyns copcpaar | cogepxar Tparyisi GeIOTO 0 CEETNO-KENTRIM
rpanynist ot 6enoro no Genoro ¢o cpeTno- | OTTEHKOM uBeTa,
KEATHIM DTTEHKOM LIBETa,
TopanuHoeTs BIYCX: Bpema yaepaKuBaHHA OCHOBHOIO Bpema  yaepxumamux  ocHoBIOTO nHKka  wa
Tamcyno3nna NUKA HA XPOMATOrpaMMe HCIBITYEMOrO | XpOMATOrpamMMe HCTBITYEMOTO pacTsopa

COOTHETCTBYET BpPEMCHH YACPKHBAHHE mMyKa
TaMCYNno3HHA Ha XpoMaTorpaMmMe CTAHAAPTHOI'D
PACTBOPA TAMCYN034HA FHAPOXNOpHIa

OnanopoaxocTs Cpeauns macca copepxmMoro kancys 3278
Maccel, Mr RomkHa OuiTe B npesenax or 3034 no
352,6 Mr (328 mr = 7,5 %), np aToM: 20 »3 20 Kancyn
Aaa 18 w3 20 xancyn - or-1,8 % no 42,3 %
He Gunee * 7,5 %,
ana 2 w3 20 xancyn -
He fonee £ 15 %
PoncTeeniie BIXX, :
npuMecH, % Tpumecs B (R2) - we Gonee 0,2 %; Meree 0,1
[lpumecs E (RS) - ne Gones 0,2 %; Mence 0,
Tpumecs F (RG) - ne Gonee 0,2 %; Mepee 0,1
IMpumecs H (RB) - ue Gonee 0,5 %; Menee 0,5
Jhobas wenaenTHpHUHPODaHHAs npHwmeccs
- ve Gonee 0,2 %; : Menee 0,2
Cymma npumecelt He nomkua npessiwats
1.5 %. Menee 0,5
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HanMenosanme TpeGeBanka HopMaTHRHOH PesyasTaThl HCMLITAHKA
nokaaareneii ROKYMEHTAINH
OaxopoanocTs JuaveHne npepena npuemaeMoct (AV)

NOSHPOBAHAKA ana 10 xancyn aonxHo Geis < L1, Eenn n=10
sHauesne AV Gonbwe LI, Tectupyior AV=28
HononHuTensHo eme 20 kamcyn M
BLIYHCAAIOT ANA  HHX 3HAYENHEe AV,
3rauenye AV s 30 kancya JomiHO GbiTs
<LI; r v 8 oaHo# M3 Kamncy ColemKuHHe
TAMCYIUIHHA THAPOXNOPMAR HC AONZHO
Crith Mennine (1-L2x0,01)M una Gonnme
. {1+ L2x0,01)M
ﬁ’_amopeuuc, % BOXX,
pH12= 3
Uepes 2 yaca n cpeny pacTBOpeHIs AOMKHO 36
nepeiTy e menee 12 % n He Gonee 39 % 29
TAMCYN0IHHA OT 3AHBJACHHOIO KONHYECTRA. 30
35
3l
32 (cpeance)
pH72= 64
Yepea 3 vaca B cpeny pacTBOpenHs A0AKHO 66
nepefTi e menee 44 % u ne Bonee 70 % 62
TAMCYNO3HHA OT 3aARNEHHOIV KOMHYecTDa. 65
65
66
65 (cpenuce)
pH7,2= 95
Yepes 5 wacoB n cpeay pPacTEOpeHH: 92
DOMKHO nepciith e mewee 70 % 89
TaMCyN031HA OT 3aRBNEHROIO KONAHYECTDA, 89
95
91
e 92 (cpennee)
Mukpobnonoriveckas Kateropus 34,
YHCTOTA Obwee uneno aspobunix Mukpoopranusmod OGmwee YHCN0  A3pOGHRIX  MMKPOOPranKIMos |

—He Gonee I0° KOEs I r,
O6mee uncno ApOXOKeRMX U nmecHenuix
rpGos - e Gonee 102 KOEs | r,
Qreyrernne Escherichia colin | v

Mmexee 0 KOEs | r.

Obiee 4HCNO APOXNOKEDLIX H NACCHERKIX rpubon
mcHee [0KOE s I r,

Escherichia coll ovcyrersyer s | .,

Koannuecraennoe
onpeaenenue, Mr

BKX. B xawcaoft kancyie uomxio
coneprkathca He MeMce 0,38 Mr i He Gones
0,42 mr, unm 0,4 mr = 3 % or 3anRmeHHOrD
KOMuuceTea TAMCYIO3HHA THAPOXNOpHaa

0,39

Ynakorka

Ilo 10 «kancyn B Gaucrepe  u3
NOAHMNPONHAEHOBOH TUICHKH H
anomunerofl onsru. 3 Bancrepa smecte
C  HHCTpYKuWeH NO  npUMeHcHHKo
NOMELAOT B KAPTOHHYIO Nauky.

To 10 kancyn & Gaucrepe i NOAHNPONHAEHOBOH
NNEHKH K wiloMHHKEBOH (OoIbrH,
3 Ouaucrepa Bmecte ¢ HHCTpYKUHed no
NPHMENEHNIO B KAPTOHHON Nayke,

Mapkuponka

Ha  &nucmepe na  pyccxom
YRazwamon.

TOPropoe HAMMEHOBAHHC npenapata ¢
ApeaynpeanTenbHOfl  Mapkuposkol @,
MEXYHAPOAHOe HENaTeHTOBAHHCE
HANMEHOBAHKE, fexapCTBeHHYIO  (hopMmy,
LO3HUPORKY, HOMED CEPHH, CPOK FOAHOCTH
(%0 MM TrTr), MOrYT BMTH Hamecelis:
BHYTPEHHHE JARNACKHE KOOI,

A3blke

Ha Guucmepe wa pycexom savixe yKazano:

TOproeoe HOHMEHODAHHE npenapaTa ¢
NpenynpeanTensnoll Mapknposxoi ® QOmuuk®,
MEXAYHAPONHOE HEMaTEHTORAHHOC
IAHMEHOBAHHE  TAMCYAQ3NNL,  NeKapcTaCHHAN
(opMa  Kaneyaur ¢ MoangnunposaniLim
BbicBOGOKAEHNEM, MUsHPOBKA 04 M, HOMeEp
cepui 940921, cpok roanocTh: Ao 03 2025.
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Haumenonanue
noxasarenefl

TpeGosanua HopMaTHBHOH
BOKYMEHTALIHH

PeynhTaThi HemhTanuA

Mapkipoeka

Ha  xapmounoii nawce na  pyccxom
yxassiearont;

TOPraBOE HAHMEHDBAHHE NpCNEpaTa ¢
npenynpeanTensHot  mapkupopkolt  ®,
MexIyHapoaioe HEMAaTeHTORAHHOES
HaHMEHOBANME, OIUPOBKY, NEKAPCTREHHYIO
{hopmy B POAHTENBHOM NAJCHKE, KOMHUECTEO
Kancyn B ynaxkobke,; Ha3lpanue
nefcTRyomero BEWLECTRA, €70 CONCPKAHHE B
Kaucyne, HoJBaEME B CTPARY BAAAENLLA
perHcTpauHOHHOrD YAOCTOBEPEHRA,
«Iponsseneno: 3A0 «3u0-3n0posreny, ero
cTpatly, anpec, Teaedon H (akc; yononns
XpaHesusd, ycnosua otnycka, «J(1a npuema
BHYTPB®, NPCAYNPCAHTEABHYIO  HALMMHCH
«XpauuTh B MeCTAX, HEOCTYNHMX ana
acrelin, HoMep PErHCTPRUAOHHOIO
YAOCTOBEPEUMA;,  NCPEMEHHBIE  AAHMHLIE
(Homep  cepuw, CpoK TOAHOCTH),
RHQOPMALHIO /1A MOHHTODHHIA JBHACHMA
JIEKRPCTBEHHOTO npenapara or
NPOHIBOAHTENA 10 KOHETHOTO NaTpeGuTens;
IITPHX-KOR, (apMaKod, Koa Me4aTHOro
YNaKkoBOYHOTO MaTepHana,

Ha xapmounoti navxe ia pyccom yrazano:

TOprosoe HaUMeHOBaHHe npenapata c
npeynpeautemkHoll  mapkuposkoftk @  Omumk®,
MeXcAyHaposHOe  HEMATEHTODAHHOE HAHMEHOBAHME
Tameynosun, aoznpoeka 0,4 Mr, KomriecTso kancyn B
YNAKORKE € yKAlaHWeM AEKAPCTDEHHOH hopmat 30
Kaneyn ¢ MOAPUUMPOBAHNBIM BhicsoGoMmACHIEM;
napanne elicTayiowero pelwecTna, ero coaepikanue o
kancyne JleficTRylomiee BEWECTRO: TAMCYA03MHA
ruapoxnopua 0,4 mr; HoIsanMe, ¢Tpayva BRAAeNLuUa
PEricTpallHOHHOro  yaocTomepeHus  3A0  «3n0-
3aoposben, Poceun, «llpomsseneso: 3A0 «3uO-
3noponLeny, ero crpaiia, anpec, Tenedon 1 thake
Ipon3seaeno:

3A0 “3u0-3n0posse”, Pocenn,

142103, Mocicosexas obaacry,

r. lMopoanck, ya, Weneanopopoacsan, . 2,

Ten.: +7 (495) 642-05-42, darxe: +7 (495) 642-05-43;
YCNOBHA XpAHEHHA XDRHNTh NDH TEMNEPATYpPE He
Beuue 25 °C, yeaosua ornycka OruyexanoT no
peaenTy, Jnn npnéma BHYTPE, npexynpenntenshas
HAADHCh XPAaHWTh B MECTAX, HEAOCTYNHMIX AN
AeTeil, HOMEP PErHCTPALMOMIOrO YyaoCTODEpeHHUS
Perncrpaunonnoe ynocronepenue:

1 N013915/01;

fepemeniiLie AailiLie (HOMEp CePHM, CPOK FORHOCTH),
nud:opuauﬂa AN MOHKTOpPHHIa ABHMCHHA
NCKAPCTREHHOTO  NpEMapaTa 0T NPOHIROAWTENS A0
KOHC'HOrO noTpebnTens:

Data Matrix;

GTIN: 04650075360545,

Cepun: 940921,

Iogen: 03 2025,

S/N: € yKazanHeM HHAHRANYATHHOTD CCPHATHIAUHONHO
HoMEpa natku; -
wTpnx-xof 4650075360545, hapmaion, koa nevarioro
YnaxkosouHoro mMarepuana I1-737-30-03-04.

Xpanenne

Ilpu Temneparype e prime 25 °C

Npw Temnepatype e peiwe 25 °C

Cpox romsocTi

4 roaa

Cpox rogrocTH paccusTeiRaeTCS € ARTHI
naroTornenna Tamcynosnsa cybeTanumn-
Ry,

4 rona
CpoK roiHOCTH paccuHTan ¢ AaThl H3POTORNEHHA
Tamcynoanna cyGeranuun-rpairya.

3axmouenme: Jexapemeennoiii npenapam Omnux®

0.4 m2, M 30 cepuu 940921 coomeememayem mpefosanusm ¢ vacmu Nposepenbix hokazamenel.

Hawanenux oraena KOHTpoas Kasecrsa

Slpowenxo A JT,

Kancyiut ¢ MOOUPUYuposantum sercaoboscdenem,

Gy

1941 2024

Jiozxcnocme.

DHO

[dnucs Hama

3A0 «3u0-3d0pogses
OKK
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PA3PEIIEHHAE
HA BRITYCK 'OTOBOI'O IPOAYKTA No 1368/21
ToproBoe HamMeHOBaEwE TpenaparTa Onrux®
Mexxynaponsoe HemaTexToBamHOe | TaMcynosus
RAMMCHOBAHHe  (TPYNNHPOBOYHOE WM
XHMIYecKOe)
Jlexapersenras dopma KAICYJIB ¢ MOIUHIAPOBAHEEM BHCBOGOKICHIEM
JlosupoBka 0,4 Mr
®opma BEITyCKA KAUCY.TE ¢ MOMH(DHIMPOBANKELIM BEICBOBOXICHHAEM,
0,4 mr (6mcrep) 10 x 3 (madxa XapToHEAx)

Homep cepru 940921
O6nem cepru 55 127 mt, ymaxosox
Jlara nmpom3sogcTsa 01.04.2021
[onen o 31.03.2025

Hamgerosarme u aapec mpomsBoxmTeNs
(TPOR3BOACTBO,  IePBUYHAY  YNAKOBKa,
BIOpHYHAY/IOTpeOHTEMbCRAL YTAKOBKA,
BBILYCKAIOMmHM KOHTPO/b KATeCTBE)

3axpkrToe axIHOHEpEOe 061IeCTEO
«3m0-3nopossen (3A0 «3u0-3n0possen), Pocchs
142103 Mockoncxas o6n., r. [Tonomsck,

yi. Xeneanonopoxuag, a, 2

Jlimercsin Ne 00049-J1C ot 20.10.2021 1.

Homep u
YHAOCTOROPEHAS

TIBTE  PETHCTPANHOHHOID

IINO013915/01 or 21,05.2008 r,
(mara samers: PY 30.07.2020r.)

Homep RopMaTHBHON ZOKyMeHTAINH

HI IIN013915/01-050218,
Hamenerme Ne 1, Mamenenue Ne 2 x HJT.

Hanmerosamwme @ ampec  pmepkaret | 3akphrmoe EKIIROHEPHOE ofmectso
PCrHCTPALZOEHOIC YAOCTOBEDEHHASA «3u0-3noposse» (A0 «3u0-3n0poBeen), Pocous,
142103 Meocexosckan o6n., T Ilomoneck,
yn. XKenesxoxopoxuas, 1. 2
PRIHOK MOCTABKE pOAYRIAR Poceus
Howmep nacniopra 1329721
L TTogTBepxpgio, WIO BHIUEYKA3AHHAY CepUA NCKAPCTECHHOTO IIPeIIADATA BBITYCKACTCA B

obpamenue.
2.

Tapanupyro, 4To Boomeykasanuas mudopMamAT TIONTMEHA M BepHA, 3t1a cepus ObUIa

TPOUSROZCHA, BKIOMAR )YMAKOBKY H KOHTPON: KA4eCTBA, N0 YKASAHHBIM BAIIE agpecam
TIPOM3BO/ICTBEHEDIX TWIOMANOK B COOTBETCTSHH C TpeBoBaHMsMa GMP («IIpaBuna manmnexamyeft
ITPOMIBOACTEEHHOR NPAaKTHKAY) ¥ PeracTpaunormolt nokyMenTammc Ha ITPOIYXT,

3

Bce pesyabTaThl aHa/msa ¥ 3anych GRM paCCMOTPeHH! W opobperst B coorsercTsru ¢ GMP,

TCXHIISCKAMH COTTALICHUAMY ¥ COrmAmeHHAMT 1o Ka4ecTsy.

4, BeuH 1 KaKue-nmubo OTKIOHCHHR OT
[IPOTYRIIHM:

E Her

BRIIYCK I'OTOBOI'Q lIPO,lI}WKTA PASPEMIEH

YIIONHOMOSEHHO® THL(O: _%
odmuce

Aera Buinycka B obpawerne: _nl's/ 44 KOA ./

NpOWSBOACTEEHHOTO Nporiecca, KACAION[HECH KAYeCTBa

0O Ma

[Ieipxona B.H,
PHO




