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PASPEUIEHHE
HA BRITYCK I'OTOBOI'O ITPOJYKTA Ne 0577/21

ToproBo¢ HaHMCHOBAHHC NIPENapara

Omuux®

HENATCHTOBAHHOC
(rpyunupoBOYROE MM

MexnysapoaHoe
HaHMEHOB&HHE
XHMMYECKOE)

Tamcynosun

JlexapcreerHas popma

Kamcybl ¢ MOIA(DALIKPOBAHHEIM BEICBOOOXK/ICHHEM

Jlo3HpOoBKa 0,4 mr

®opMa BEITYCKa KAICYJIB! ¢ MOAH(HIXPOBAHHEIM BRICBOCOKICHACM,
0,4 mr (6macrep) 10 x 3 (nauxa xapToHHAN)

Homep cepun 410421

O6beM cepud 54 447 wT. yIaKoBOK

Jara npor3BOiCTEa 01.06.2020

Tonex o 31.05.2024

HaumenoBanpe #H afpec IPOU3BOAMTEIA
(MpOM3BOACTBO,  LEPBHYHAA  YIIAKOBKZ,
BTOpHYHAR/MOTpeOHTENECKAA ymeKoBKa,

BBITTYCKAFOMIHH KOHTPOJIb KAIECTER)

3akpeIToe aKIMOHEpHOE 0BMIECTEO
«3n0-3nopossex (3A0 «3u0-3noposben), PoccHi
142103 Mockogrckas o611, r. [Togoasck,

ya. XKenesnonopoxHas, A, 2

TTruernus Ne 00049-JIC or 16.03.2020 r.

Homep ®
YAOCTOBEpEHHA

pit:yy:] PCrHCTPAlIHOHHOIO

TIN013915/01 ot 21.05.2008 r.
(maTa 3amens1 PY 30.07.2020 r.)

Homep HOpMATHBHOM JOKYMEHTAHH

HJ1 TIN013915/01-050218,
Wsmerenue No 1, Mamenene Ne 2 x HIL

HapMeHoBanWe M agpec  Aepxarens | 3aKkperroe aKLHOHEPHOE obmecTso
PErHCTPAHOHHOTO YAOCTOBEPEHHA «3u0-3noposeen  (3A0  «3u0-3nopossen), Pocoui,
142103 MockoBekas o6, ¥ TToponsck,
yn. XenesHonopoxHas, 1. 2
PHIHOK IOCTABKH IIPOXYKITHH Poccus
Howmep nacnopra 0564/21
1. TloATBepXKAg0, YTO BBUIEYKA3AaHHAA CEPHA JIGKAPCTBEHHOIO TpenapaTe BBITYCKAcTCH B
ofpamense.
2. [apaHTHpYIO, YTO BHINEYKA3aHHAS WHOOPMALMA MOMTMHHA W BepHa. OTa CepHA Beita
MPOK3BEEHA, BRUTIOHWAA YNIAKOBKY M KOHTpOJIb KA9ecTBa, TO yKa3 azpecam

IPOM3BOACTBEHHEIX IUIOWAA0K B cootseTcTBHM ¢ Tpebosanmamn GMP (¢fp
ITPOH3BO/ICTBEHHON MPAKTHKH») H PerncTpanmoHHO JoKYMEHTaLHeH Ha [1po /
3 Bee pesynsTathl asankia i sarmcH ObU paccMoTperEl B ofobpe:
TEXHHUECKHMY COrNnaleHusMi # CornaweHHAMH 10 KA4ECTBY.

4, BuiZiH M Kakue-mibo OTKIOHeHWs OT TPOM3BOCTBEHHOIO MNpOLe

TIPONYKIHH!

& Her

BREIOYCK I'OTOBOI'O IPOOYKTA PAPENIEH

YOIHOMOUEHHOS JIULIO,

Hodnuce

Jlara seimycka B obpaieHue:

LY. 05 . LOAS

O [a

sipxora E.H.
DHO
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@-00006000555-03
3A0 «3n0-3p0poBLEN

142103, Poceus, Mockosekas obracts,

r. [Mononsck, yn. Xenesnogopoxnas, a. 2
Ten.: (495) 642-05-42

(axc: (495) 642-05-43

JTnteHaHs HA OCYHMIECTRIIEHHE NPOH3BOACTBA JICKAPCTBEHHBIX cpeacTn
Ne 00049-JIC ot 16.03.2020 r.

HanmeHoBanue npenapara

Kon npenapara
Homep cepun

ObBem cepHn

JlaTa npoM3BOJCTBA
Tonen go

JarTa apaauia
AHaJIM3 NpOBEIeH 1o

MACIHOPT Ne0564/21

Ne 30

737

410421

54 447 wiT, ynakoBok
01.06.2020 r.
31.05.2024 r.
24.05.2021 r.

Omunk® kancysar ¢ MOARPHUHPOBAHABIM suicBoGoxnennem, 0,4 mr,

CI-KO-0701-113-08 «Omuuk® kancy/ibl ¢ MoasguUHPOBAHHLIM

peicnoboxnennem, 0,4 M

HJI 11 N013915/01-050218 «OMHUK® Kancyabr ¢ MoaHPHUHDOBAKNLIM
sricBoGoxaeniem, 0,4 mm Mamenenmo Ne 1, Msmenennw Ne 2

HanmeHoBaHHe Tpebopating HOPMATHBHOH Pe3ynsTaThl HCIbITAHHHA
__mokasaTenci AOKYMEHTAUMH
Onucanue Trep/ibIc XCAATHHOBLIE KANCYTBl pasMepa Tpepapte IKENATHHOBHIE — Kancynsl  paimepa
No 2, HMEIOHIHE OPAHKEBOr0 LBeTa KOpryc | Ne 2, HMCIOLHC OparKCBOrO LBETA Kopryc ¢
¢ Mapkuposkoii 701 u rpadrveckuM mapkupoekoit 701 u rpaduueckim u3oBpaneHnem
u306paxkeHHEM  TOBAPHOrO  3HAKA  H | TOBAPHOIO 3HAka H OJIMBKOBO-3CJIEHONO  LBETA
OHBKOBO-3€JIEHOrO BETA KphilleuKy C | Kpwilleuky C  Mapkupomkoh 0.4 Kancynst
mapkuposkoif 0,4. Kancyiel coiepkar | COACPXAT IpaHyihl 6enora co CBETIIO-KENThIM
rpanynul or Gesoro o 6enoro co CBETNO- | OTTEBKOM UBCTA.
KENThIM OTTEHKOM LIBETA.
[ToMHHOCTh BOXKX. Bpems yiaepxuBanis OCHOSBHOTO | Bpems  yAepXusaHus —OCHOBHOTO  nuka  Ha
Tamcyno3uHa M¥Ka Ha XPOMATOrpaMMe HCTILITYEMOrD | XDOMATOrpaMMe HCTIBITYEMOTO pacTBopa
THAPOXNOPHA pacTBOpa COOTBETCTBYET BpeMeHy | COOTBETCTBYET BPEMCHH YNEPXWBAHWA DHKa
yAEpKMBAHWS NMKA TaMCYJNO3HHA HA | TAMCYNO3HHA Ha XpOMATOrpamMMe CTAHAAPTHOTO
XPOMaTOrpaMME CTAHAAPTHOTO PACTBOPA | PacTBOPA TAMCYIOIMHA rHAPOXJIOpHIA
TAMCYNO3MHA THAPOXNOPHIA
ORHOPOAHOCTS Cpeansis  Macca COAEPKHMOrO  Kancyn
Macchl, MI' noaxHa GuiTe B npepenax or 303,4 no
352,6 mr {328 mr £ 7,5 %), npn 3TOM:
juta 18 w3 20 kancyn —
He Gonee + 7.5 %,
ana 2 w3 20 kancyn -
ne Gonee + 15 %
PoacTBeHHblE BIAX,
npumecy, % Mpumecs B (R2) - ne Gonee 0,2 %; Menee 0,1
Tpnmecs E (RS) - ne Gonee 0,2 %; Menee 0,1
Mpumecs F (R6) - ne Honee 0,2 %; Menee 0,1
Tpumecs H (R8) - He onee 0,5 %; Menee 0,5
Jlioban newpcHTHGUUMPOBAHHARA NPHMECD
- e Bonee 0,2 %, Mence 0,2
CymMma npHMeceH He A0JDKHA NPeBbitaTh
1,5 %. Menee 0,5

| w33




D©-0000000555-03

Haumenonaue Tpeboranug HOpMATHBHOMH Peaynsrars! ucnsitanui
nokasarenei JOKYMEHTalHH
OnnopoaHocTh 3Hauenne npenena npuemnemoctd (AV)
JO3UPOBAHUR mns 10 kancyn pomkHo 6wiTh < LI, Ecnu n=10
3HaveHne AV Gonswe L1, Tectupyior AV =26
nononHuTEnsHo ewe 20 kamcyn M
BHIMMCIAOT AN HAX 3HadcHMe AV,
3uauenne AV ans 30 kancyn 1omkHo 6bITh
< LI, # A1 B OHOR W3 KaNCyn coaepianme
TAMCYJIO3HHA THAPOXNOPHIA HE AOMKHO
ObiTh Metble (1-L.2x0,01)M i Gonsuwie
{1+ L2x0,01)M
Pactsoperine, % B3XX.
pH12= 28
Yepes 2 waca B CpeNy PaCTBOPEHHA JOMKHO 29
nepeitH He menee 12 % o He Gonee 39 27
TAMCYNIO3HHE OT 3aABAEHHOI0 KONHYEeCTBa. 29
29
28
28 (cpennee)
pH72= 63
Hepes 3 1aca B cpeny pacTBOPEHHS JOMKHO 63
nepefitd He meuee 44 % u ne Gonee 70 % 63
TAMCYJIO3HHA OT 3a8BIEHHONO KONHIECTRA, 64
64
64
63 (cpeanee)
pH72= 90
Yepes 5 wacoB B cpeiy pacTBOpeHHA 89
IOMKHO  nepedTm  He wMexee 70 % 89
TaMCYNO3HHA OT 3aABITEHHOTO KOJHYECTBa. 90
90
90
90 (cpeanee)
Mukpobuonornueckas Kareropus 3A,
YHCTOTA Obuiee yncno a3pobubix MukpeopranuaMor Obliee  wHcno a3pobHBIX  MWUKPOOPraHHIMOB

~ He Gosee 10° KOE B I 1,

Obuee YMCIO APOIKKEBLIX W TUIECHEBH!
rpubos — He Gonee 10 KOEs | 1.
Orcyretaue Escherichiacolin 1 1.

menee 10 KOEs I 1.

Obuiee YHCHO APOMOIKEBBIX M ILIECHEBBIX IPHOOB
meHee 0 KOER I 1.
Escherichia coli

Konuuectrnenioe
ONpefienexHHe, Mr

BOXX. B kawnoi kancyne gofmHO
conepxareca He mexee 0,38 mMr u He Gonee
0,42 mr, win 0,4 Mr £ 5 % OT 33sBAEHHOIO
KONMYECTBA TAMCY/IO3HHA MHAPOXIIOPH/IE

Ynaxoska Mo 10 «xancyn B Gnucrepe w3 | Ilo 10 kancyn s
NCNHAPONHIEHOBOH TUIEHKH H | NNeHKH U ANIOMH
amoMHHHEBO#H (oabry. 3 Ganctepa Bmecte | 3 Brmctepa
€ MHCTDYKUMEH N0 [IPUMEHEHMIO | NDHMEHEHMIO B KAPTOHHOH Navke.
MOMELIAIOT B KAPTOHHYIO [AMKY.
Mapkuposka Ha  baucmepe na  pyccxom  asexe | Ha Gaucinepe na PYCCKOM SI3BIKE YKAZAHO:

yrazsigaiom:
TOPI'OBOE HaHMCHOBAHWE Tnpenapara c
NPCAYNPEARTEALHOH  mapkHposkoli  ®,
MeXIYHapoaHoe HENATEHTOBAHHOE

HAHMEHOBAHHWE, NeKapCTBEHHYI0 (opmy,
LO3MPOBKY, HOMED CEPMH, CPOK FOAHOCTH
(no MM rrTr), MOryT GuTh HAHECEeHs
BHYTPCHHHE 3aBOACKHE KObI.

TOprosoe HAHMEHOBAHHE npenapara <
npeaynpennTeibHol mMapkuposkoi ® Omimk®,

MEXAYyHapoayoe HENATEHTOBAHHOE
HaHMEHOBAHHE  TAMCYNOIHH,  NEKAPCTBEHHAS
JopMa  Kancyasl ¢ MOAH(PUUHPOBAHHLIM

BhicBoGomaeHneMm, nosuposka 0,4 mr, HOMEp
cepuit 410421, cpok roanocTy: ao 05 2024.
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HauMmerosanHe TpebosaHus HOpMaTHBHON PeaynwtarTsl MCHbITAHHHR
noxazaTenci JOKYMCHTALHH
MapkupoBska Ha  xapmounoii  nauxe wa  pycckom | Ha kapmonnoii nauke na pycckom yxasano:

YRAIBIBAIOM. TOProBOe HaUMEHOBAHHE npenapata c
TOProBOE  HAHMEHOBAHME Mpenapara ¢ | NPeAyNpeaHTeNbHOR  Mapkupokoli ®  Omuux®,
NpeaynpeanTensHol  Mapkuposkoli  ®, | MEXAYHapOIHOE HENaTeHTOBAHHOE HAaHMEHOBaHHe
MEX Y HapO/IHOC HENATCHTOBAHHOE | TAMCYNO3MH, N031poBKa 0,4 M, KOTHUECTBO Kancys &
HAMMEHOBAHHE, [O3UPOBKY, JICKAPCTREHHYIO | YNAKOBKE C yKasaHWem JickapcrseHHol (opmbr 30
$opMy B POIHTEALHOM NAEkKe, KOTHIECTBO | KANCYA ¢ MOANGHUNPOBAHNLIM BLICBOGONKACHHEM,
Kancys B YRaKoBKe; HA3BaHHE | HA3BAHHE JEHCTRYIOILEr0 DELIECTBA, ero COACPKAHHE B
ACHCTBYIOILCIO BEUIECTBA, EI0 COfepXanne B | Kancyne [eficTpyiolnee BeWECTBO! TAMCY/103iHa
Karcyne, Ha3BaHWe W CTpaHy Bianensu@a | rwapoxaopun 0,4 mMr, Ha3BaHHE, CTpaHa Bhajenbia
PErHCTPALMHOHHOIO YAOCTOREPEHHSA, | PErHCTPaLHOHHOrO yaocToBepenus 3A0  «3n0-
«[lponsseneno: 3A0 «3n0-3n0poskeny, ero | 3noposbe», Poccusn, «lIpousseneno: 3A0 «3u0O-
cTpaHy, aapec, tencdion u daxe; ycnosus | 3A0poBbEN), €rO CTpaHa, aapec, Tenedon 1 dakc
XpaHeHus, ychosrs ortnycka, «lna npuema | Ipowsseaeno:
BHYTPbY, NpPEAYNpEeAnTeNbHY Haunuck | 3A0 “3u0-3poposse”, Poccus,
«XpaHuTh B MECTaX, HenocTynHeix ans | 142103, Mockosekas ob6nacTs,
AcTein, HOMCp perucrpaunonsoro | r. Mogoanck, ya. Wenesnogopoxnas, a. 2,
YHOCTOBCPCHMA,  nicpeMchEbIC  pannbic | Ten.: +7 (495) 642-05-42, gacc: +7 (495) 642-05-43;
(nomep CepHH, Cpox FOAHOCTH), | YCNnoBHA XpaHeHHs XpaHHTb NpPH TeMmMnepaTtype e
HHQOPMAUHIO [TA MOHHTOPHHIA ABMHKeHHA | Bblwie 25 °C, ycnosus otnycka OTmyckaioT no
NEKapCTBEHHOTO npenapara ot | peuenty, [lna npuémMa BHYTPB, NpeaynpeaUTEIbHAS
TIPOH3BOAHTENA IO KOHEYHOro noTpebuTens; | HaanHCch XPaHHTL B MECTaX, HEAOCTYNHLIX AR
wTpHX-koA, ($APMAKOL, KOA NEMaTHOro | neTell, HOMEP PErHCTPAllMOKHOrO YROCTOBEPCHUS
YNaKoBOYHOro MarepHana. PerncrpaunoiHoe yaocrosepenne:

1 N013915/01;

nepeMeHHble JaHHbe (HOMEP CEPHH, CPOK FOJHOCTH),

HudopManrs s MOHHTOPHHrA ABIKCHHA

NEKAPCTREHHOTO  MpenapaTta OT (POHIBOAMTENA 10

KOHCYHOro noTpebnTes:

Data Matrix;

GTIN: 04650075360545,

Cepnsn: 410421,

Fopen: 052024,

S/N: ¢ YKazanHeM HHANDHAYANbHOIO CCPHANHIAUHORHOO

HOMEDa NavKH,

wTpHx-koa 4650075360545, dapmakosn, Koa nevaTHOro

ynaxosounoro Matepnana 1-737-30-03-04.

XpaHeHue Ipw Temneparype He suiwe 25 °C [Ipu Temneparype He Boiwe 25 °C

Cpok ronHocTH

4 rona

CpoK roAHOCTH PACCUHTLIBAETCA C AATHI
H3roTORACHKA Tamcynozuna cybeTanimu-
TpaHys.

4 roja
CpOI( FOAHOCTH PACcCYHTaH C JAaThi HITOTOBJIEH A

Zaxawuenne: Jexapemeennsiii npenapam Omnux® xancyao: ¢ moduguyup
0,4 me, Ne 30 cepuu 410421 coomeemcmayem mpeboearusim 6 yacmu npoge,

HauanbHHK OT/1€N1a KOHTPONS KauecTsa

Axnmona C.B.
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