Jluuersua Ne JI012-00102-77/00010683
GMP/EAEU/RU/01032-2023

Ha BBIITYCK CEPHH JIEKAPCTBEHHOTO IIpeNapaTta B pealn3alyio

Paspemienue

3d.447(04)

Ne 4290 ot 24 oxtsbps 2025 .

Haumenopanue npenapara

Buconponon

M@)!(HYH&;)OHHO& HEMATCHTOBAHHOE, HIH IpynmyapoBOYHOe,
MY XUMRY8CKOC HAaUMEHOBaAHKE

Buconponon

Jlexapcteennas dpopma

Tabneriu, HOKpPLITEIE IICHOTHOH 0605 109KOH

Hosuposka

2,5 mr

Dopma BuITyCka

Tabnerku, MOKphITHIE TUIEHOYHOM 06010YKOH, 2,5 Mr
(konTypHas sueitkosas ynaxoska) 30 x 2 (nauka KapToHHas)

Homep cepriu

321025

Konwaectso

115 200 ynakosok

Jlata navana HPOH3BOACTBA

07.10.2025

Cpox roxxocty / ozeH no

3 rona/ 09/2028

HopmaTuBHas HOKyMeHTaLMA

JIT1-Ne(002413)-(PI'-RU)-260523

Ceprutukar kagecTsa cepuu

4290 or 24.10.2025

Hanmerosanue mpomssoautens

000 «Oz0u Papm»

Anpec npou3BOAHTEN (BCE CTAIMM NPOU3BO/CTBA, BKIOTAs
BBIITY CKAFOIHH KOHTPOTE KaYeCTBa)

Camapckas o6, 1. 0. Tombsarty, Tep. 033 [T, Maructpais
3-1, 31 11, etp.1

PerucTpauMoHHOe y10CTOBEPEHHE

JITT-Ne(002413)-(PT-RU)

Hata rocynapcTeeHHOl perucTpalmg 26.05.2023 r.
HawnmeHoBauue Jepikarelia PerucTPalHOHHOro yaocTosepernsi| 000 «ATtomm
Paspemienne AeHCTBHTENBHO 10 09/2028

Kommenrapun

Hpusenennas seite #uGOpMaLBA ARIACTCA JOCTOBEPHOM ¥ ToUNHOM,

Cepus ekapCTBEHHOTO NPENapaTa Npou3BeaeHa (BKIOYas yNakoBKy

(MaEpKHPOBKY) H KOHTPO/b KA4eCTBA) Ha NPOHIBOACTBCHHOM ILIOUIAJKE B MONHOM COOTBETCTBHHM C Tpe(GOBAHMAMM mMLCH3WH, IIpasun
HajteRatell POM3BOACTBCHHON NPAKTHKH, PETHCTPALOHHOTO A0ChE. 3amuCH 10 NPOM3BOACTBY, YUAKOBKE M KOHTPONIO Ka4¥ecTsa
HPOBCPEHEI, # YCTAHOBJICHO X cooTBeTCTRME TpefoBanuay [Ipasut HACKAWEH NPOUIBOACTBERHOM IPAKTHKE.

[MPOIYKIIVA PA3PEIIEHA K PEAJIM3AIIU

YIIOIHOMOYEHHOE JIMIIO!
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OZON Mecro Haxownaerua 000 yD3oH dapmn: 445043, Camapckas 064, r. 0. TonbaTiy, Tep. 033 NNT, Marucrpans 3-8, 34, 11, cp.l.

et Mecta OCYUIRCTBAGHHA JMLEHINPYEMON AeATEAbHOCTH 000 «O30H Hapmy: Camapckan 064, r. 0, TonbRTH, TEp. 033 NNT, marucrpans 3-5
WA gp, 13, crpd. Ten.cor.-+79874599993, 7987745995994
JineHava Mmuucrepcraa TMpombiitnerHocTy 1 Toprosan PO Ne 1012-00102- 77/00010683

CepruduKar KayecTsa cepuu Ne 4290 o1 24.10.2025

Buconponon, Taﬁnemu non{pbn"ble nneuoqnom OGOHDHKOM 2,5 mr

Homep cepuu
Jata Hayana npov3soAcTea
Kdnnyecrao

AHAAWS BLINGAHEH N0 HOPMATUBHOMY NOKYMEHTY

MR i3 J RIS ﬂm_

P 1, endn dopme, o

0

Pemm’pau,uox-moe yaoctosepehune JIN-Ne(002413)-(Pr-RU)

321025
07.10.2025

115 200 ynakesoK
N-Ne{002413)-(Pr-RU)-260523

HaumerosaHue NOKIsaTaNn

Metoa KOHTpORs
‘HopmaTuBHOE 3HaYeHue

PesyNLTaT KOBTPONA

Onucanne BuayanbHbll :
Kpyraie ABOAKOBLINYIUIbIE TABAGTRY, NOKPbITHIE Kpyrble LBOAKOBGIAYKAbIE T‘E‘.lGneTKM,
IEHOMHONW 6607104K0M Benoro uan hiowry Genoro NOKpPLITEIE AASHOUHONH obonouKol benoro
ypera, ¢pUcKon: Ha nonepedsom paspese BraHL users; ¢ puckoit. Ha nonepedHom paspese
B3 €108 — AAP0 6enoro nau nouti 6enoro UseTa u BUHEI 8a.CNOA — ARP0 Benoro yseta U
nAHOUHasA 0BDAGHKA. nneHouHas 0600uKa.
TlopaMHHOCTL BIWX ‘
BpemeHa yaepsusauua Auxos Guconponona u
dyMapoBOi  KMCAOTH  HA  XpOMaTOrpamme .
MCALITYEMOTrO PBCTBOPa AOJUKHLI CODTBETCTBOBATHL Coorsercrayer
BpEMeHaM YOEPKWBBHUA' nKOB Huconposona u
$yMapoBoi KMCAOTL! Ha Xpomararpamme pacTsopa
Cco buconposiona $ymapara {paspen
«HonuuecraeHHoe onipefignienuenl,
PacTsopenye T PO, BIMX
He MeHee 75% (Q) (C13H31N04)2XC4H40'4 83 %.
{6uconposiona dymapara) Yepes 45 MmuH,
PogcTBeHHBIe NnpUmMecH BIHX .
fipumecs K - ne Gonee 0,5 %. He G6HapyReHO
Mpumecs G —e bonee 0,5.%. He oBuapymeHo
Tpumecs L — He Gosee 0,5 %. 0,01%
Mpumecs A~ He Gonee 0,3 %. 0,05 %
fpumecs £ —He Bonee 0,2 %. He d60apymeHo
EAuHNIHAA HendenTuuuMposaHHas NPUMECh = He:
‘Goriee 0,2 %. 0,07 %
Cymmia npumecelt — ne 6onee 2,0 %. 0,17 %.
-OAHOPORHOCTD AOIUPOBaHNS [¢ PO, BIWX (cnigcob 1}
AV€15,0% 48%
KonuuécTBeHROR onpegenenve BIXX
o 072,25 Ao 2,75 Mr {CiaHaNOglaxCaH4Os 2,55 mr
{6viconpanona dymapara) 8 TabsieTre,
MuKpoBuoAoridecKan YucToTa; I P, Kateropus 3.
OBulee 4uen0 aspabnbIX
MUKpOOPravmsmos 81T, He Gonee 1-103 KOE/ r/mn; Menee 1-10* KOE *
OBuiee YN0 APOROREBLIX W '
nnecsesuix rpuGos e, He Boaee 1-102 ROE/ 1/mn; Menee 1-10L KOE 1
Escherichlacolis Ir QTCYTCTBUE, oreyTeTeyer

YNaKosKa

Mo 10, 25, 30, 50 TaBNBTOK B KOHTYpHYI0 AYelKosyIo

YNBKOBKY #3 NAGHKK ROMMBUHUAXNOPNAHON AnBo.
MNEHKY

NOAMBUHUAKNOPHAHON/ MDSMBUHHANAEHXAORUEHON
¥ ponbri aniemuHneBolt nevaTHol NaknuposasHoi,
Wau no 10, 25, 30, 50 1abneToKk 8 KOHTYPHYIO

AuBiKoByI0 YNaROBRY “a marepvana
_KOMBHHUPOBAHHOTO NE] ocHOBE donbru
{Tpéxcnolineii marepuan, SKAIOUAIOWWA
ANOMURNEBYIO donsry, nNeHKY us
OPHEHTUPOBIHHOTO noaminga,

nonvsMHuAXiOpUAHYIO  naedky) v donbv
aMOMMHNEBO TIeYaTHOR NakMposaHHoi,
12,34 5, 6,7, 8, 0w 10 KOHTYpHLX A4EHKOBbIX

YNBKOBOK BMECTE C MHCTRYHLINEN NO MEIULIMHCKOMY

Mo 30 Tabnetdk B Kbm‘ypuoﬁ sHelikosol
YNAKOBKE 3. (NEHKW NOSMBUHMIUIOPUAHON 1
dofibryy ‘amoMKUH1EsoM | neyaTHoOU
nakupoaauuou

7 woHTypHule AdelikoBuie ynakoaku BMecTe ¢
MHCTPYKLMEN MO MEANLMHCKOMY NPUMEHEHWIO
{nucTor-Biagbill) AOMeUieHsl B KaPTOBHYID
yrdKoBRY (fiaury).

Ohopuneso: Mapbaua H.B:

Crpanuua: 1 w32




&OZON

BAPMALESTARA  gp. 11, o7p.1. Ten.cor. +79874599993, 4798774509994
Nuuensng Mitsucrepersa Npombiuaendocti v Toprosay PO Ne 71012-00102-77/00010683

Mec;cvﬂaxomp‘gﬂua 000 «Oson Gapmn: 445043, Camapekan 0811, 1. 0. ToasaTTs, Tep. 033 NAT, marucrpans 3-8, 34, 11, €rp.1
Mecra DCyHErTseHUn AMuen3npyemoil nertensrociy 000 «QzoH apmn: Camapcran oba., r. 0. Tonsary, Tep. 033 NNT, marucTpans 3-n

npumeHernio  (AMCTOR-BRAGABIY)
KapTOHHKYIO YIIAKOBRY (nauky).

nomewaiotT 8

Mapknpoeka

Ha KOHTYpHOi sueiikosol yrakoBxe (6auctepe)

yKass1BaloT TOprosoe HaumeHoBaHue
NexapcTeeHHOTO  mpenapata  (cosnagaer ¢
MEHAYHIPOGHEIN HenaTeHToBaHHbIM
HAUMEHOBAHKEM), NEKAPCTERHHYIO popmy,
H03UPOBRY, " HaumeHoBaHNe Deparens
PervcipauMoHHoro YADCTOBRPEHMA "

HaUMEBHOBAKYE NPOUIBOAUTENA  IEKAPCTBRHHOIMO
npenapara, HOMep cepun (BRANOYAIOWMI MeCAL, 1
rof NPOU3BOACTBA), JATy MCTEHEHNA CPOKA FOAHOCTM
{mecay n rog).

Ha: wrapronHo#t ynakosKe
Tdprosoe HauMeHOBaHNe
npenapara (cosnapgaet c
HENATEHTO B HHBIM HaUMEHOBAHIER),
HaWMEHOBAHWE  ASDIATENA  PEFMCTPAUMOHHOTO
YAOCTOBEPEHNA ¥ HaMMEHOBaHWE NPOUSBOAUTEAR
NeKapCTBEHHOMO Npenapara, agpec NpouasoAUTens
NBKAPCTBEHHOTO ApenapaTa (cTpawa, oBAacTy,
ropop), dppec Aepxatensd  perncTpallnorHoro
ypoctosepenua {cTpata) (ane  naowsarn 000
«Q30HY), HanmeHoBaHue Jeparens
PETVCTPaUMOHHOTO YLOCTOBEPERNA 7

{nauke) yHasbiBaIOT
JIEKaPCTBEHHOID:
MexnyHapoaHsim

HaWMEHOBAHWE NPOU3BOAUTENA  NERAPCTBEHHOTO

npenapara, aspec NPoU3BOAUTENR NEKaPCTBEHHOIO
npenapata (¢Tpafa; 06nacTb, TopoAcKod Owpyrl,
aapec nepratens PRrUCTPALMOHHOD
ydoctosepenna [ctpava) {ona nnowagmu 000
«030H Gapmy), INEKTPOHMLIA appec u  caitr
NPOV3BOSUTENR, ABKAPCTBRHHYIO bopmy,
£03MpoBKY, RonMuectso Tabetok B ymarocexe,
MHOOPMaUMIO D COCTAsE AEKaPCTBEHHOID Npenaparta
{HaumeHOBaHME pAelicTBYIOWErD BewiecTsa U ero

KONUYRCTBO, repeyeHtb BCNOMOraTe/ibHbiX aew,ecra),.

Homep cepuu (Braouarwmit  mecay wuo rog
NpOMIBDACTBA), AATy WCTEYEHUA CPOKA [ORHOLTHM
{roner [o: MECAY 1 Fog), YCACBUA XpaHeHus, cnocob
npuMeHeHus: «ns  npuemMa  BHYTpLY, YeoBUS
OTIYCKE, HOMEP PEFMCTPALMOHHOTO YAOCTOBEPEHNA,
neroTin  npowssofutens; $apM-Koa, wWTpuxoeoi
ko[, ABYMEDHBIF WITPUXOBOR KOA ¢ ROAHOM Wiu
YacTUUHOR pacwndposKon vHdopMaLmy,
COAEPKAWENCA B LBYMEPHOM LITPHUXOBOM KOAE MAN
Be3 Hero, «CMOTPK UKCTRYKLUIO N0 MeAUULMHCKOMY
IPUMEHEHMIO (ANCTOK-BKNAABILYY, «HE npUMeHsTs
N0 WUCTEYEHMM CHOKE TOAMOCTMY, «XpaHuTs B
HeZOCTYNHOM B/ AéTel mecTen,

[DONoAHUTEABHO HE KapTOHHOW ynaxoeke' (nauke)
LyBnMpyeTcs TOProBoe HauMEHOBAHNE W A03NPOBKS
G hcnoakacsannem wpudTa Bpadan.

Ha  KOHTYPHOM  svelikosolf  ynawoske
{BnifCTepe) yKasaHo: TOProBOE HaMMEHOBaHNE
feKapcTBEHHOrO: npenapata  (coBnapaer ¢
MeMNAYHAPOOHBIM HenareHToOBaHHbIM
HaUMEHOBAHWEM),  NIEKAPCTBEHHER 't:bopma,»
A034poBKa,  HauMeHoBanwe  AepKaTans
perncTPaLMOHHOTO YAOCTOSEPEHUA "
HIUMEHOBaHMUE fpGU3EcANTENs
NERAPCTBEHHOIO MNPerapara, HOMEP cepun
{srniovaloumit MecAl, U rOA NPOM3BOACTEA),
[aT3 MCTEUeHMA CROKa TOBHOCTM (mecAu k
ron).

Ha xaproHHOi ynakoske (naue) yxasano:
TOPrOBOE  HauMEHOBaHWE:  JIEKAPCTBEHHOTO
fiperiapata (COBNAPAET € MEWAYHAPDAHBIM
HEelaTeHTOBaHHBIM Hammeuoaénnem),
HAUMEHOBAHME LEPIKaTen PEruCTPALMPHHOM
‘YAOCTOBEPEHHA “ Hanmen‘?aanne
MPOU3BOANTE/IR NEKAPCTBEHHOTO  Npenapara,
agpec  npouisoanTenst  fIRKBPCTBEHHOFD
npendpata (ctpaHa, obnacry, rép;o,qcxoﬁ

OKpYF);, appec pepRatens PerncTPaiioHHoro

yaocTosepexua {cTpana), afeKTPOHHLIA agpec
W CcaliT PPOW3BOAMTENS,  NEKApCTBEHHAA
dopma, AOIUPOBKA, KomMuecTs Tabnetok B
yNaKoBKe, undopmauns 0 ¢ocrase
nexapcieeiHoro npenapara {Haumexosauue
Aeﬁcrsy)ou;ero pelllecTsa M efo ROAWYeCTBOo,
nEpEYeHb BENOMOraTeabHLIX BEIUECTE), HOMEp
cepuu  (sruovaowmi  mecsy,  u o4
NPOW3BOACTBA), AdTE  WCTEuEHWA  Cpoka
regHocT (rogeH [0 MECAY M. rog), ychosus
Xpanenus, criocob ripumenerus: «ng npuema
BRYTPBY, yenosua oTNYCKa, HOMEp
PErMCTPaUMONHOS YAOCTOBEPEHNA; A0ToTUA
npoussonuTens, PapM-KOZ, WTpUXoaoH Koz,
AByMepHLIP  WTPUXCBOH KOA € HBCTVMHON
paciundposrod uHbopMaLwi, copepaueiica
8 DEYMEPHOM wWTpUXoBomM Koag, «CMOTPH.
UHCTPYKUMIO MO MESUUMHCKOMY NPUMEHRHUIO
{nncTok-sragbis)y, ¢He npumenstTe 0o
MCTEYEHWN CPOKa FOZHOCTMY, «XpaHuTt B

" HEAGCTYNHOM A8 AeTel MecTen.

JorionnnienbHo  Ha  KaprouHolt  yrigKoBke
{naure) npogybanposatst TOprosce
HaumeHoBarue u BOIMPOBKA c
nenonbaosanvem twpndTa bpaliiia,

3 ropa .

Fopen po: 09/2028

CPOK rOAHOCTH
XpaueHne

B SaWMIeHHOM OT CRET3 MeCTE NpW TeMmnepaType He auitue 25 °C,

BaksnoueHvie: W He cooTBeTCTBYeT TpebosaHuam JIN-Ne(002413)-(PF-RU)-260523

{HROBXOAMMOE NOAMEPRHYTH)

Odtopunero: Mapsuna LB,

HadanbHuk OKK: v~

/KyauHa O.A.




