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MPOH3BONICTBA IEKAPCTBEHHBIX CPEICTR
Ne 00540-JIC ot 27 auBaps 2022 r.
Cepridukar cooTBeTCTRHS

Ne GMP/EAEU/RU/00239-2022

ot 09 mapra 2022 r.

HanmeHOBaHHE MPOXYKLIHH:

JlekapcTBeHHBIH Mpenapart

«CIIMPOHOJIAKTOH, kancyast, 50 mr Ne 30»

Cepus (naptus): 201222
[Hara sbimycka npopykumu:  03.12.2022 1.
logen no:  02.12.2025 .
KonuyecTBo ynakoBok B cepun: 24 632 yiu.

PerucTpanmoHHoe y0CTOBEpEHHE:

JIT-004960 ot 27.07.2018 .

Hopmartuenas nokymentaums: HJJ JITT-004960-270718, uam. Ne 1, 2
Hanmenosanue TpebGoBanus HOpMATHBHOMN "
Ne ; PesynbTaTsl HCOBITARAH
nokasarenei AOKYMEHTALHH
1 2 3 4
1. | Onucanue OpranonenTuyeckui

Kancyune! - TBEpbie, XelaTHHOBEIE,
Ne 0, Genoro upera. Copepikumoe
Karicyn - Gemas WM noutH Genad ¢
KPEMOBBIM OTTEHKOM LBETa CMECh
NOpOIIKa M MpaHyJl, Mo4TH 6e3 3amnaxa
Wi co cnabeiM  cneunduyeckum
3aMnaxoM.

Kancynsl - TBépapie, yenaTHHOBBIE,
Ne 0, 6enoro upera. ComepsKAMOe
Karncyn - Oemoro mBera CcMech
MOpOLIKa M TpaHysa, co caabbiM
CTeLH(HISCKHM 3araxoM.

2. HopnuHaHOCTE

VO-Co:

Y®-crekTp NOTTOLIEHHS pacTBopa,
HPUrOTOBNEHHOTO Jihi v}
KOJIMYECTBEHHOTO  OIPEJCIICHHA, B
obnactu ot 220 g0 270 UM JO/LKEH
HMETh MaKCHMYM IpH 238 uM + 2 HM.
BOXX:

Bpema  ymepuBaHHSA
THKa Ha Xpomarorpamme
HCIIBITYEMOI0  pPacTBOpa  JOJDKHO
COOTBETCTBOBATH BpeMeHH
YAEPAKHBAHHA OCHOBHOTO THKA Ha
XpoMaTorpamme CTaHJIApTHOTO
PAcTBOpA CIIMPOHOIAKTOHA.

OCHOBHOT'O

Y ®-crieKTp NOITIOLIEHHA PacTBOpa,
NIPUTOTORJIEHHOIO JihE
KONTWYECTBEHHOrO OMpE/e/ICHHS, B
obnactu ot 220 no 270 HM MMceT
MakcHMyM np# 238 HM + 2 HM.

Bpems ynmepAMBaHMS OCHOBHOIO
TIHKA Ha XpoMaTorpamMmMe
HCIBITYEMOTO pactBopa
COOTBETCTBYET BpeMEHH
YAEPAKHBAHUA OCHOBHOTO IMHKA Ha
XpoMarorpamMme CTAHOAPTHOTO
PacTBOpa CIIHPOHOIAKTOHA,

3. | PacTeOpeHue

I'd PO, YO - CO
He menee 70 % (Q) criupononakToHa
(C24H3,048) uepes 60 mun

Cpennee 3navenue Q — 82,35 %
3navenne Q Kaxmo# equnuie JIC:
71,65 %; 83,56 %; 89,16 %;

91,21 %, 85,37 %, 87,24 %;

79,31 %; 78,52 %; 80,56 %;

82,17 % 76,41 %; 83,05 %.

4, PoncreeHuHbie
MPHMECH

BOXX
Kanperon — ne 6onee 1,0 %;
moboi HeHJIeHTHHLIHpOBaHHOMN

npuMecH — He Gonee 1,0 %;
cyMma npuMeceit - He Gonee 1,0 %.

Kanpenon — 0,51 %;

mobas  HeMAeHTH(HLMpPOBaHHAR
npumeck — 0,11 %;

cyMMa npumecei - 0,72 %.

5. OnHopogHOCT
JO3UPOBAHHA

I'd PO, YO-COD, criocob 1
B COOTBETCTBHH C TpeGOBAHWAMHU

AV=10,06 %

6. Mukpobuonoruue

I'® PO, kateropus 3A
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CKas 4YHCTOTa

O6mee uucino a3pobHBIX
MHKpPOOpraHH3MOB — He Gonee 10°
KOEeB1r

O6mee YMcno POASKEBIX H
riecHeBbiX rpubos — He Gonee 102
KOEBIT

1,0-10'KOE s I 1

Menee 1,0-10' KOEB 1 1

JIEKAPCTBEHHYIO (OpMY, NOZHPOBKY,
HOMEp CepHH M CPOK ToJHOCTH (Ha
obopoTHo#i CTOpOHE METOJIOM
ropsA4ero NpeccoBaHuUs).

Bmopuunan ynakoska. Ha sTukeTke
TPYNNOBOH  YNAKOBKH M Mayke
YKa3bIBAKOT HaUMEHOBaHHE
TNPEANPHATHA-IIPOM3BOANTENS H €ro
TOBapHBL 3HaK, TOpProBoe
HAaMEHOBAHHE JIeKapCTBEHHOTO
npenapara Ha pycckoM sseike, MHH,
JEKapCTBeHHYI0 (OpMY, HO3HPOBKY,
KOJIMYECTBO KaICy/l B OJHOH MNauke,
«IIpuMEHATE MO  HA3HAYEHMIO
Bpavay, YCIIOBHA XpaHeHus,
«XpaHUTE B HEAOCTYTHOM Ui AeTeli
MeCTe», HOMEP PErHCTPALMOHHOrO
YAOCTOBEPEHHS, HOMEP CEPMH, HATy
BBITYCKA, CPOK TOJHOCTH, ajipec,
Teneon/ake, 31EKTPOHHBIHA ajpec
" no4ry TIPEaNpPHATHSA-
TIPOM3BOMIMTENS, ILITPUXOBOH  KOJ,
«/lna mpueMa BHYTpb», YCIOBHS
ornycka, «He wcmone3oeats  no

OtcytctBue Escherichiacolis 1 OT1cyreTBHe

Konuuectpennoe | YO-CO win BOXX Jns posuposku 50 mr:

onpeJe/ieHHe Ot 46,25 Mmr po 53,75 mr (s | 49,40 mr (VO-CO)
TO3KMPOBKH 50 Mr);

Or 950 mr po 105,0 mr (maa
nosuporky 100 mr);
cipoHonakToHa (CasH304S) 3
pacdera Ha  CPEAHIOI  Maccy
COJAEPKUMOr0 OAHOH KarcyJsl.

Vnaxoska INlo 10 xancyn B koutyphyto | [To 10 kancyn B KOHTYpPHO#

AYCHKOBYIO YNAKOBKY M3 I[UIEHKH | MCHKOBOH YMAaKOBKE M3 ILIEHKH
NOJMBHHHIXIOPHIHOA M QONBrH | NONMBUHWIXIOPHAHOW W (ONLIH
aNrOMHUHHEBOH neyaTHOH | anOMHHHEBOH NeYaTHOH
JIaKHPOBAHHOH, JaKHPOBAHHOM.
1, 2, 3, 4, 5 KOHTYPHBIX A4EHKOBBIX | 3 KOHTYpHbIE A4EHKOBRIE YIAKOBKH
YMAKOBOK BMECTE C HHCTPYKIIMEH 110 | BMECTE €  MHCTpYKUMeH 1o
MPUMEHEHHIO MOMEILAKOT B NAYKy M3 | NPUMEHEHHIO [1OMEILAIOT B IMAYKy
KapTOHa. U3 KapTOHa.

MapxuipoBKa Ilepsuvnan YNaxoexa. Ha | ITepsuunas VYNAaKoeKa. Ha
KOHTYpHOH f4eHKOBOH ynakOBKe | KOHTYpHOM S4YEHKOBOH yIAaKOBKE
YKa3bIBAIOT HAUMEHOBAHHME | YKA3aHO HAWMEHOBaHHe
MPEANpPUATHA-IPOU3BOIUTENS U €ro | NpeaNnpHATHA-TIPOM3BOIUTEA H ero
TOBApPHBIH 3HaK, TOProROE | TOBAPHEIH 3HAK, TOProBoe
HaUMEHOBaHHe JIEKAPCTBEHHOIO | HAUMEHOBAHKE  JIEKAPCTBEHHOIO
nperapata  Ha PYCCKOM  A3bIKe, | MpemapaTa Ha PYCCKOM  A3bIKE,

JexapcTBeHHas (GopMa, JO3HMpOBKA,
HOMEpP CepHMM M CPOK FOAHOCTH (Ha
000pOoTHOH  CTOpOHE  METOHOM
ropg4ero npeccoBaHus).

Bmopuunan ynaxosrka. Ha sTUKeTKe
rpynrnoeod YHNakoBKM M rauyke
yKazaHo HaHMEHOBAHHe
NpeANpPHATHA-POH3BOUTENS H €T0
TOBApPHLIA 3HaK, TOProBO€
HAMMEHOBaHHE  JIEKAPCTBEHHOIO
mpernapata Ha pYCCKOM  fA3BIKE,
MHH, nexapctBenHas dopma,
JIO3HPOBKA, KONMUYECTBO KAncCy/a B
onnoii  mauke, «[IpumensaTe 1o

HazHAYEHHIO  Bpaya», YCJIOBHA
XpaHeHus, «XpaHHTb B
HEOOCTYMHOM Ui JeTed Mecten,
HOMeD PErdCTpalMOHHOIO

YAOCTOBEPEHUS, HOMEP CEpHHM, aTa
BBIIyCKA, CPOK [OJHOCTH, ajpec,
Tenedor/dake, SNeKTPOHHBIN aapec
H noyTa npeanpuaTHi-
IIPOM3BOAMTENS, IITPHUXOBOH KOJI,
«[l11_npueMa BHYTpL», YCIOBHA
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HCTEYeHUH cpoka
YKA3aHHOro Ha
«ComepsKuT JaKTO3Y».
Ha nauke yka3eBaloT HasBaHWe M
COZiEpKaHue JeHcTByIOLIEro
BEIUECTBA B KAXKIOH Karcyre.

Tax xe Ha mnauky MokeT ObITH
HaHeceHa HHpOpMaLus ans
MOHHTOPHHIa ABHAKCHUA
JIEKADCTBEHHOTO  Tiperapata  OT
TIPOM3BOJAMTENS 10  KOHEYHOro
notpebuTens - cpencTea
MIEHTHQHKALHH,

Ha sTMKeTKe rpynmoBod ynakoBKH
JOTIONHHTEIEHO YKa3bIBAIOT
KONMYECTBO MavekK.

TOJHOCTH,
YIaKOBKe,

ormycka, «He wucnonszoBate 110
HCTEYEHMH  CpPOKa  TOAHOCTH,
yKazaHHOTO Ha YIIaKOBKe»,
«Conepiut naKTo3y».

Ha mauxke ykaszaHo Ha3zBaHWe WM
coliepKanHe IEHCTRYIOIETO
BEILIECTBA B Ka#/I0H Karcyne.

Ha mauke Hamecena wuudopmaumsa
IUIA  MOHHTOPHMHTa  JBHXKEHHA
JICKAPCTBEHHOTO  Mperapara  OT
MPOM3BOIMTENA [0  KOHEYHOTO
notpeGuTens - CpeacTBa
HICHTHOHKALMH.

Ha sTHkeTKe rpynmoBoil ynakoBKu
JOTIOJIHHTELHO YKa3aHo
KOJIHYECTBO MaYeK.

10.

XpaHeHue

B sammuieHHoM OT cBeTa MecTe npH
TeMIieparype He Bbime 25 °C.

XpaHm‘s B 3ALIHIICHHOM OT CBETA
MecTe IIpH TEMIEPAType He BhILIE
25 °C.,

11.

Cpok rogHocTH

3 rona

Topen no 02.12.2025 1.

3axmoaenne: ekapeTBeHHbiH npenapar «CIIMPOHOJIAKTOH, kancyssl, 50 Mr Ne 30» cepuu 201222
coomeemcmeyem tpebosanuam HJI JITI-004960-270718, usm. Ne 1, 2.

Haganenux OKK

AONAKHOCTD

AL ROAR. fHeeareree

T.B. Knpinuna

IaTa/TIOANHCE

g_ag_\u\mcbpoaxa

o5,




PEAEPAALHAR CAVXKEA N0 HAA30OPY

B CBEPE 3APABOOXPAHEHMA

«CBeeHnA 0 BBOAE B rpaxpaHckuini o6opoT B Poccuiickon depepauun
NeKapCTBEeHHbIX CpencTs Mo cocToAHUo Ha 02.03.2023 11:10»

Opranusanss,

€ OrpaHHYeHHOM
OTBETCTBEHHOCTBIO
"TIPAHA®APM" (OO0
"TIPAHA®APM"), Poccus

(Y nakoBmuK/pacoBmMMK
(BTOpHYHAA/TPETHYHAA YNIAKOBKA))

IlaTa BHecenus B Mponssogurens Homep Homep, nata
AHC :E.H_MMHMHE (ssmycxamompslt Crpam nua:hn::n 0 CTAHAX HopmaThBHan u...:u.ﬂ.nuEEW B cepun, paspemenns
Pocanpasnamopa KOHTpOMD) POH3BOJICTBA IOKYMEHTALHS _._u»mm!.ﬂ..“““an TR wa FLULIT
OO6mecTBo ¢ OrpaHHYEHHOR
OTBETCTBEHHOCTBIO
"TIPAHA®APM" (OO0
"TIPAHA®APM"), Poccus
(TIpownssoauress (rotosoit JID));
Obmectso ¢ O6mecTBO ¢ OrpaHHYEHHOH
CITHPOHOJIAKTOH:; - OTBETCTBEHHOCTHIO JI-004960-270718;
kancynst 50 mr 10 mr., P "TIPAHA®APM" (00O Ham. Nel k
22.12.2022 YHaKOBKH STUEHKOBHE WRSTCTBCHHOCTEO | Poccms | "TIPAHA®APM"), Poccus nn-04960-270718; | 909 .| 201222 |-
TTPAHADAPM TTPAHA®APM
KOHTYpHBie (3), mauku (000 (¥ nakosuuk/hacoumk (8 Ham. Ne2 k
KapTOHHblE/ ~ "[PAHA®APM") NePBHUHYI0 Yakoeky)); O6mecteo | JIM-004960-270718




