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3d04-K0-02-20

JIunenzua Ne JI012-00102-77/00010581
or 26 man 2026 . ¥

Ne GMP/EAEU/RU/02683-2026
Cpoxk pefictauia ¢ 22.02.2026 no 21.02.2029

CEPTH®HKAT N: 26

YPCO®OKYC,

Hammenoranue:

CYCHEeH3Hs ANA npueMa BHYTph 250 mr/ 5 ma
PasMep ynakosku 250 mu1, haakonbl H3 NOMMITHIeHTepedTanaTa
MHH YpeoaesokcnxosieBas KHCJI0TA

Crpana nazHadeHuA NMpONyKLUMH
Homep cepun 260526 Tonen no 31.05. 2029 1.
HcmeiTaHHuA NpoBeNeHE! 10
PeructpaumoHHEIi HOMep

Poceuiickasn Denepauus

Konmuecrso 3 012 yn.

JIM1-No(004796)-(PT-RU)-220425, T'D P,

Jata npouzeoncrea 07.05.2026.

J'l.l'[—_.l'_'t_‘u(ﬂﬂﬂ%)-(l’l"—RU) ot 06.03.2024 r., nata BHeceHwui uamMeHernuii 8 PY 11.07.2024 r.

Ne Haumenorauue PeayasTarnt
n/n nokaaTenci Tpetanune HI ||c|?[..|mm|ﬂ
1 Onucaune OnHOpoIHAR cyCneH3NA Genoro LUBeTa, OdnopodHas cycnenaus Genozo yeema,
COACPHKALILAA MENKHE NMY3LIPLKY BOINYXA, © Ccodepocalyan MENKUE RVILIPEKY 6030VXA, ©
3ANaxoM IHMOHA JANAXOM JHMONE
2 Haenrndukauns BIMX (Ypcoserokeuxonesas KHCNoTa) lTodmeepyedena
TCX (YpconeiokeHxonesas KHCNoTa) lTodmeepycdena
BXX (Bensofinan kucnota) Todmaepacdena
3__| pH Or 3.8 70 5.2 437
4 TLA0THOCTL, eM” Ot 1,040 no 1,149 rier’ 1,140
5 [Ipunmeck
XeHolie30KcHXONERAH KHENOTA (NpuMecs A) He Gonee 1,0 %: Mewnee 1,0 %
EanuHyHas HeuneHTHGHUHpOBAHHAS He Gonee 0,2 %: Menee 0.2 %
npHMech
CymMMa npHMecefi He Gonee 1,0 %. Menee 1,0 %
6 Pacraopenne Konuuectro ypooaesokeHxonesoi KHCNOTs
(CauHao(), nepemeninee s pacteop, AomxHo Ourme| 95,34 % vepes 45 sun
He MeHee 75 % (Q) uepes 45 MHHL
7 Paimep userin He Gonee 100 mem Menee 100 axm
8 CeauMeHTANHONHAR YCTOMMHROCTE He pomkHo HaGMONATHCA NPHIHAKOR Buidepmcusaem ucnumanus
CEAMMEHTALIMM K 0GPAIOBAHNS ATIOMEPATOR B
‘ TeyenHe 3 MuH
9 Baikoctk - | He meree 50 mlla'c 2826 mlla*e
10 Hasneraembifl obuem 1T 250 Ma 250 mn
-~ | Cooteetcraue ['d Pd, OdC.1.4.2.0002 Coomaememayem
11 Konnuecrseunoe onpeaeneune
-¥YpconeioKcHX0NeBan KHCIOTA Or147,5 1o 52,5 Mr/mn 48,49 mainn
- Beitoitnag kuchora Ot 1,350 1o 1,575 Mr/mn 1,548 maiun
12 MuKpolHONOrHYECKAR YNCTOTS
I Py, (OC.1.2.4.0002.18). i
Kateropia 3 A. !
Ofuee uneno aapobiLix dakrepui ne Gonee 1078 1 Mn Meuge 1076 ! an
Ofiuiee yneno rpuon ue Gonee 10" 1 mn Menee 10'g | s
Escherichia coli OTCYTETBHE 8 | Ml He obnapyxceno g | mn
13 ¥nakoska [o 250 M BO (hrakoHk! H3 [To 250 an 8o dhnaxons uz
l'[ﬂJ‘IHT!THJ'ICHTEPL‘Ct]TB.HH.TB € KONNMA4YKaAMK H3 nmu.amzmeumepeqﬁmmama & KOMAACKME ¢
NONHITHNEHE HH3KOro JapNeHHA MITH BO HOSHHYLUSAEMBIAMN ﬂOﬂmEPHbL\IH KFHIHKJIMH
(hARKOME! TEMHOTO CTEKNA 3 THAPONHTHYECKOTO (noaunponuten/nomemuney) (Ge3 Konmpons
KNACCA, YKYNOPCHHBIC KPBILIKAMH W3 HEPBO20 BCKPLIMUR).
NONH3THICHA BEICOKOH NIOTHOCTH. Ha kaxcdetii ghnaxon wanocam smuxemcy
[Mo 250 mn eo dnakoms 13 COMOKAEHUVIOCH.
t NOMUITHNEHTEPE(TANATE B KOMILICKTE C Kaxcoutll (UIaKOH MECTIE C© MUCMKOM=-BIAADBIIEM
! HARHHUYHRASMBIMH TIOJTAMEPHBIMM KPRILIKAMH u dIUPVIOEl ACNCKON W MOAUAPSTUACHT
(NoNHNpoNMREH/NOANITHNEH) (C KOHTPONEM ROMEN{EH 8 RANKY UI Kapmond.
) HepRroro BeKpeITHA My Ge3).
i Ha kminiil h1akon HAHOCAT ITURETEY
] CAMOKNEALLYIOCH.
t Kaxnniti hnakoH BMECTE © MMCTROM-BEAAMKIIEM
{ H o3upyioweil noxKol H3 NOAHNpOonIAeHa
| NOMELHAICT B MAYKY HI KAPTOHA
14 MapkupoBKa 1 1) Ha nepeuyHoil ynakoske ykassgaeTea®: 1) Ha nepeuunoli ynaxoexe ykazansi;
- TOProBoe HAHMEHOBAHHE JIEKAPCTREHHOTO - MOP2OSOE HAUMEHDEANNUE NERAPCTIIBEHN020




npenapara,
- MEXYHAPOLHOC HEMATEHTOBAHHOE
HaumeHosaxHe (nance - MHH) wa pycciom ¥
AHMAHACKOM A3BIKAX,

- nexapcreetHas hopma,

- I03HPOBKA,

= KOHYECTRO JIEKAPCTRESHHOID MpENapaTa 8
yrnakoBke,

= HAWMEHOBAHHE IEHATENR PErHCTPAIHOHHOTD
YAOCTOBEPEHHA,

= TEMATHHECKHA PHCYHOIK,

= HOMED CEPHH,

= JaTa NpOoHIBoACTEA™ Y,

- YCTIOBHS XPaHCHHA,

- MPENyNPEAHTENEHEE HAMTHCH: («BekpTEIR
(aKoH HCNOEIOBATE B TEMCHHE 4 MECALICEY,
«Ilepen npHMEHCHREM BI0ATTHIBATER),

- JaTa HeTedeHus cpora ronkocTH («[onew
f0...%).

2) Ha BTOpHYHOM YNAKOBKE YKA3BIBACTCH®:

- TOProBoc HAHMCHOBAHHE ICKAPCTECHHOTO
npenapara,

= MHH na pyccxoMm u aHraHicKoM S3RIKaX,

= HAHMEHOBAHHE AEKATENR PErHCTPALHOHHOID
YIAOCTOBEPCHHS H NPOH3BOIHTENA,

= ANPEC NEPHCATENR PEMHCTPRUHOHHOTO
YIOCTOBEPEHHA H NPOHIBOAHTENH,

- HAHMEHOBAHHE NPOHIBONHTENA,
OCYMIECTRIAMMErD BEITYCKAIQMHA KOHTPONS
KAYeCTna,

- anpec ¥ Teneod poIIROIMTENS,
OCYLECTENAOIErD BEITYCKAKIIHA KOHTPOME
Ka4ecTsa,

= IOTOTHI AEPHATENS PECHCTPALIHOHHOID
VAOCTOBCPCHHA,

= TEMATHHECKHHE PHCYHOK,

= NekapceTiedHan dopma,

- 7I03MPOBKA,

- KONHYCCTBO IEKAPCTBEHHOTO NpEnapara B
YTIAKOBKE,

- MH(OPMALHA O COCTAEE NEKAPCTBEHHOrD
TIpEeNapata Ha 5 MN (HAlMCHOBAHHE H
COJIEpHaHHE NEACTRYKINETO BEIICCTRE,
BCNOMOrATENLHBIE pelecTRA: Serioiinas
KHCTOTA, KCHITHTON, FHLepo,
NPOTHACHTIHKONG, HATPHA LIMTPAT, HATPHA
UHKIAMAT, HETPHA XJIOPHI H Ip., COFNACHO
JHCTKY BRAANBIIY),

= HOMED CEPHM,

= IATA MPOHIBOACTRA™ *,

= 1aTa HCTeUeHHA cpoka roanoctH («Fozen
no...»),

- YCNOBHA XPAHCHHZ,

- enocod npumeHenHs («Crnocod NpUMEHEHH:
CM. JIHCTOK-BRIANBLINN),

- YCNIOBUSA OTITYCKA,

= MpeAyNpeIrTeNbIbE HAAMHeH: («Boxkporrsii

(hnakoH HCMONE3ORATE B TEUCHHE 4 MecALER.»,
«XPUHHTE B HEAOCTYIHOM JUTH NETCH MECTE.»,
«TTepen npHMEHEHHEM A3GRTTBIBATE.D),

- IITPHX-KOL,

- CPENCTBa HASHTH{IMKALIMH ANE CHCTEMB
MOHHTOPHHTA IBHIKEHHS TEKAPCTREHHOIO
npenapara (2D-kon, GTIN, 5.M.).

* nyiib S8E0SHUN RRNGUEN & HAIBANNE NERAPCMALHHET

OPMK, & CHATY, © YEM 1E MAREMAX NEpauNHan U
EMOPUYHON JNAKORKE OMOCTBHG HE YRAIWMEaemc (&
coamaememeut ¢ Pewenuen Cosema Espazufickon
IKOHEMUYECKal kosuccun om 03.11,2016 Ne76)
**dama npouIeaOCNEd SKRKIMENT & HOMEP Cepuu

15

Yenopun XpaveHHs

Apenapama,
= MENCOVHAPOOHOE HENAMEHMOBANNOE
wgusenosanue (Qanee - MHH) na pycoros u
QHETUHCKOM HIBIKAX,

- NERAPCHAEHNAR Dopmd,

= domuposra,

= KGAUYeCmae NeKapemagnno20 npenapama &
yrakoake,

= HQUMEHOBANUE OEPICAMENA PESUCTMPAYNOHHOZ0
VOOCOGEPEHIN,

= MEMARUNECKUT PUCYHOK,

- HOMED CEpUL,

- dama npou3gadcmad,

- VCAOBUA XPAHEHIR,

- npedynpedumensieie Haonucu: (« Bokpetmetd
aaron ucnonsicsames & mevenue 4 Mecayeay,
wlleped npumenenues aabanmueamoy),

= dama ucmewenus cpoxa 2odnocmu (v loden
do... »).

2) Ha smopuiHol yRaKoske YRasaxsr:

- MOP20a0e HOUMEHOBONUE NEKGPCMIBERHOZ0
npenapama,

- MHH na pyecros u ananutickom 836iKax,

= HQUMEHOBAHNE dep.wcamem Pesucmpayuaniezo
YOOCMOoBEPEHUR U NPOUIBOOUMENS,

= AOPEC EPHCAMENT PESUCHIDUYHONNOZD
VOQCHOREPEHURA 1 POUIEOOUMENR,

- HOUMEHOBANUE HPOUIBOOUMIBAA,
OCVIYECTBNRIOWEZ0 GHINYCKAIOUUT KOHMPOTE
Kauyecmad,

- adpec u menegion npouIeeOUmens,
OCYUECTHATRIOUEZ0 BbiRYCKAIOUMIT KONIMPONS
Kayecmad,

= JO2OMLR depmmem PESRCHIPAYUOHHOZ0
yoocmoge peris,

= MEMAMUNECKUT PUCYHOK,

- AEKApCmaennan dopma,

- do3upoaka,

- KOMUMECMAA NEKAPCMASHHOZ0 NPenapama &
yAakosxe,

- qubop-um;uH 0 COCMAse AeKapCMaenHozo
npenapama va 5 M1 (HAUMEROBAHUE U CODEPHCaHUE
DeHCMBYIOWE20 BEIHECTBA, BCROMOZUMENLHLIE
aewecmaa; Ben30tnan kuchoma, KCURUMON,
2NUYEPOR, APONUIEHENIKG b, HOMPUR YUMpan,
HAMPUR YUKNAMAM, HEMPUA XA0PHO 14 Op.,
COZNACHO MUCMKY eKnadbiay),

- HOMEP CEpUL,

- dama npoussedcmed,

- 0ama ucmeyenus cpoka zodvocmu («loden
da... »),

- VONOBUA XPAHEHUA,

- cnocod npumenenus («Cnocot npuMEHEHUSA; cM,
MUCHOR=-8RRAGBIU »),

- YCAOGUR ORAYCHKd,

- npadynpedumensnbie nadnucy: (« Bexpoimeolti
ghnakon ucnoAIo8ams & Maketue 4 mecAyea. »,
«Xpanums 8 HedocmynHoM OnR demeil Mecme, b,
«Heped npusmenenuenm azbanmeieants. »),

= WMPUX=-K0O,

- cpedemaa udenmugbnurayuy ONR cucmem
MOoHUIMOpUHed QRUNCENUA AEKAPCMBENNO20

| npenapama (2D-kod, GTIN, SN.),

Ipu Temnepatvpe Hike 25 °C

Hpu memnepamype nuxce 25°C

CpoK rofiHOCTH (CPOK XPaHEHNHA)

3 rona. BekpuITeift diiako HENoNLI0BaTE B
TEYEHHE 4 MECALEE.

31.05.2029 2

3AKJTIOYEHHME: TTpe
N

Dapat mc%‘merc}ﬁ Ve

Modnuce
MTodnuce

Hara seintycka OBTK « 27 » man 2026 r.




