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fuuensus: Ne 00023-11C or 31.05.2021

1SO 9001:2015
Ne 20.2074.026 ot 30.12.2020 a0 09.12.2023

GMP/EAEU/RU/00044 — 2021 or 30.04.2021 a0 29.04.2024

Ananutuyeckui nacnopt Ne I'M-1228 ot 10 anpens 2023 r.

MenbaoHuin-CONOdapm, pacTeop Ans uHbeekuuid 100 mr/mn, 5 mn, amnynet (10), navku

HaumeHoBaHue:

KapTOHHbIE
Homep cepuum: 020323
Paamep cepuu: 67 486 ynak.

WcnbiTauuAa npoBeneHsi nNo:
HOara npoussogacTraa:
Hara npoBefeHUA UCNbITaHUNA:

1n-004194-051219
21.03.2023
24.03.2023 - 10.04.2023

PerucrpaunoHHoe ynoctoBepeHnue: JiM-004194 ot 16.03.2017

FopeH po:28.02.2027

- KavyecrBeHHan
peakuua C peaxTtueom

COOTBETCTBOBATL BPEMEHW YAEPKUBAHUA OCHOBHOMO
nuKka Ha xpomarorpamme pacrsopa b CO mensaoHus
aurvgpata

O6pasoBaHue OpaHXeBoro ocaaxa

Hamenoaamge TpeboeaHust HOpMaTUBHOM PesyNTaTL! MCNbITaHMI
nokKasarenew AOKyMeHTauun
1 2 3
Onucanue Mpoapadynan BecuseTHan XMAKOCTb [NpoapayHan GecuseTHan XuAKoCTb
MoANUHHOCTD!
- MENbAOHUA Bpems yAepKnBaHUA OCHOBHOTO NWUKa Ha Bpema  YAGPKWBAHUR  OCHOBHOrO nuka Ha
aurngpar XPOMATOrpaMMe UCNLITYEMOTO pacTeopa 2 A0MKHO xpomaTorpamme UCNLITYEMOro pacreopa 2

COOTBETCTBYET BPEMEHWN YAEPKMBAHUA OCHOBHOIO Nuka
Ha xpomarorpamme pacteopa B CO wmensjonus
avruapara

QO6pasyeTcs opaHXesslit 0CafoK

Ha amnyne wnu Ha aTUKETKE amMnyNbl yKa3bigaioT
TOProBOE HAMMEHOBAHUE NPENAapaTa, KOHUEHTPaLU
AeWCTBYIOLLEro sewjecTtsa, obbemM npenapara B OAHOR
amnyne B MUANUNUTPaXx, HOMEP Cepuu, CPOK FOAHOCTY.
Ha atukeTke amnynbt AONYCKAETCA HAaHECeHWe
uaeHTAUKaUMoHHoro koaa (BykeeHHo-Lupposoe
obo3nauenne).

Aparexpopcpa
MpoapayHocTb Mpenapar gomkeH BuiTb NPOIPAYHBIM Mpenapat npo3payHbii
LipeTHocTs MNpenapar gomkex BbiTs GecyBeTHBIM Mpenapat GecuyseTHbIA
pH 076,580 9,0 7.6
MexaHuueckue
BKMIOMEHURA:
- BUAMMBIE YacTiubl  |Mpenapar gonxeH eoigepxueare Tpebosarnua O PO, |Buigepxusaer Tpeboeanna ro PO,
O®C.1.4.2.0005.18 O®C.1.4.2.0005.18
- HEBUAUMbIE Mpenapat aorxeH sbiaepxusars Tpebosanua MO PO,  Mpenapat  suigepkusaer  Tpebosanma [P PO,
4acTUUp! 0®C.1.4.2.0006.15 i 0®C.1.4.2.0006.15 |
PoacreeHHbie
npumecu:
- mobas eguHuuHan  |He Gonee 0,5% 0%
npuMech
- CyMMa €AuHudHbIX  |He Bonee 1,0% 0%
npuMecen
Waenekaembili 00bem He mMeHee HOMUHaNbLHOro 5,1 Mn
BakrepuaneHble He Bonee 35 E3/mn CooTsercTayer
|9HA,OTOKCH HBE
AHOMANbHAA Mpenapat AomKeH BbiTh HETOKCHYHBIM MpenapaT HETOKCUYEH
TOKCUMHOCTD
CrepunbHoOCTb Mpenapar gomieH GbiTh CTEPUNbHLIM Mpenapart crepunex
KonuuecraeHHoe CogiepxaHue MenbacHuA guriugpara B 1 mn npenapara: |98,8 mrimn
onpeseneHue ot 90,0 ao 10,0 mr
Ynakoska Mo 5 Mn B aMAynbl U3 NONUITUNEHA HU3KOW nnoTHocTM  {[To 5 mMN B amnynbl W3  NONUATUNEHA HW3KOR
wni nonunponunexa (MonuTBKCT) CO CKPYYMBAIOWWMCA [NNOTHOCTHA.
vonna4kom Ans GessironsHoro 3abopa npenapara. Ha xaxayio amnyny HaHeceHa MapkupoBKa METOA0M
Ha kaxayo aMnyny HaHOCAT MapKUPOBKY METCL0M nedaru.
neYarv UNk HaKNeusalT STUKETKY. Mo 10 amnyn BMecTe C MHCTPYKUMER NO NPUMEHEHKIO B
Mo 5, 10, 20, 50 unu 100 amnyn BMECTE C MHCTPYKUMER [nauke U3 KapToHa
N0 NPUMEHEHWUIO B NAYKE W3 KapTOHa
|Mapkupoaka MepeuuHan ynakoska MepenyHas ynakoska.

Ha amnyne ykasaHo. TOproBoe HauMeHOBaHue
npenapara, KOHLEHTpauus AeiCTByOWero BEeWecTsa,
ofbem npenaparta B OAHOW amnyne 8 MWINWAWTPAX,
HOMEp Cepum, CPOK rOAHOCTH,

BropuyHan ynakoska.

Ha naJyke  yka3aHo. Toproeoe HauMmeHoBaHuKe
npenaparta, MeXayHapogHoe HenaTeHToOBaHHOe
HauMeHoBaHue,
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[ 1 2 3

|Mapruposka nekapcTaeHHan opma, KOHUEHTpaUusa AenCTByiowero
BropuuHas ynakoBka BEUWECTBa, MHPOPMELUA O COcTaBe (HAMMEHOBAHWE 1
Ha nayxe ykasbiBaiT TOProsoe HauMeHOoBaHue coaepxaHue AeRCTBYIOLLEro BellecTBa,
npenapara, MeXAYHapOAHOE HenaTeHToBaHHoe BCNOMOrarTenshoe Beujectso), obbem npenapata B
HaUMEHOBaHWUE, NEKapPCTBEHHYI hOPMY, KOHLIEHTPAUMIO [0AHON aMnyne 8 MUNNUMUTPEX, KOMWYECTBO amnyn B
nefcTeyIoWero BewecTea, Hdopmaumnio o cocTase ynaxkoske, «CTepuneHo»,
(HaWMEHOBaHWE U COAEPXaHWe AeicTayloulero NPeANPUATHE-NPOUIBOAUTEND, E€ro TOBapHbIA 3HAK,
BELUeCTBa, BCNOMOraTensHoe selecTso), obbem appec, TenedoH, akc, aapec aNeKTPOHHOro caiiTa,
npenapara B OAHON aMnyne B MUNMUNUTPEX, «Cnoco®  npuMEHEHWA: CM.  WHCTPYKUMIO  nO
KONW4ECTBO amnyn 8 ynakoske, «CtepunbHo», MPUMEHEHIION, npeaynpPeAnTEnbHbIE HapnucK:
npeAnpUATUE-NPON3BOAWTEND, €10 TOBAPHLIA JHAK, «XpaHuTe B HEAOCTYNHOM ANnA AeTeir mecre», «He
appec, TenedoH, hakc, aapec INEKTPOHHOro caiTa, NPUMEHATE MOCNE OKOHYAHWR CpoKa roaHocTH!»,
«Cnocob NprMEeHEHWA: CM. MHCTPYKUMIO NO «BeabironbHbiil  3abop npenapata», «[lpoBepuTb
NPUMEHEHNIO», NPERYNPEANTENBHBIE HAAMUCK: UeNOCTHOCTh  amnynbl Nepefs  WCNoNs30BaHUEeM»,
«XpaHuTb B HEAOCTYNHOM ANA feTel mecten, «He rpacoudeckuil 3Hak «S», YCNMOBMA OTNycKka, YCnoBuWA
NPUMEHATD NOC/NE OKOHYAHNA CPOKa FOAHOCTU!Y, XPaHEHWA, HOMEP PerucCTPauMOHHOTO YAOCTOBEPEHUS,
«besbironbHbii 3abop npenapara», «MposepuTs HOMEp CepuW, CpOK TFOAHOCTW, LWTPUXOBOW Koa,
UEenoCTHOCTE aMnynbl NEpes NCnonb3oBaHnem, u306paKeHbl TEMATUMECKHE PUCYHKM C yKasaHuem no
rpaduueckuit 3Hak «S», YCNOBUA OTNYCKa, YCNOBUA BCKPbLITWIO amnynel. HaneceH wuaeHTUUKALUNOHHBIR
XpaHEeHWA, HOMEpP PerucTpauMoHHoro yaoctosepenusn,  |(GykseHHo-uucposoe ofoaHayeHwe) koa u  Koj
HOMEp CepuK, CPOK FrOAHOCTY, LWTPUXOBOW KoA, cepuanusauyuu,
¥300paxXaloT TEMATUHECKNE PUCYHKK C YKasaHUem no
BCKPBLITUIO aMNyTTbl.
[lonycKaeTcs HaHeCeHWe NPOMIBOACTBEHHOTO KOAA,
naeHTUKaLmoHHoro (BykeenHo-uncposoe
ofo3HaveHune) Koaa, koga cepuanusaunm.

XpaHeHue Mpu Temnepatype He Bbiwe 25°C Mpu Temneparype He Boiwe 25°C

CpoK rogHoCTH 4 roaa 4 ropa

3akmovenune:  MenbaoHuin-CONOdapm, pacteop ans uhbekumin 100 mr/mn, 5 mn, amnyne! (10), naduku

arenam Kadecrtea

: Q_.-——- Omutpuesa T. A

Bonkoea E. A. HavanbHuk MBI /

KapToHHble, cepust 020323 cooteetcTayeT Tpeboranuam J1M-004194-051219 no nposepeHHbIM

Meanoea C. B.
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PaspelueHure Ha BhINYCK CepyUM NexapcTBeHHOro cpeacTsa
000 «lpoTtekc» B rpaxgaHckui obopor
P3-A-1-10.01-0017-2022/1

Mpoussogurens: 000 "Mporexc™
Ten: +7 (812) 385 47 87 / ®akc: +7 (812) 385 47 88

“ S O LO P H AR M Agpec npoussogcrea: r. Cankr-MNerepBypr, MHAYCTPUANbHLIA NPOCNeKT,

aom Ne 71, kopnyc 2, nutepa A

TNuuensus: Ne 00023-11C or 31.05.2021

Ceprudukar coorsercrena tpebosawmam [lpaeun Haanexalyen
npou3sogcTeeHHon npaktukn EA3C: GMP/EAEU/RU/C0044 — 2021 or
30.04.2021 go 29.04.2024

Pa3spelwieHre Ha BbINYCK Cepuu B rpaXaaHckuin obopor
Ne 81262 ot 11.04.2023

HaumeHosaHue npogykuun: Menbaouunit-COJ10dapm, pacteop 4na uHbekuuii 100 mrimn, 5 mn,
amnynbl (10), Naykn KapToHHbIE

GTIN: 04680013246839
Homep cepuu: 020323

[ara nponssogcTsa: 21.03.2023
lopex po: 28.02.2027
Pasmep cepuun: 67 486 ynak.

KonuyecTtso k peanuaauum: 67 432 ynak.

Beinyck npoaykuum ocywectenseTcA cornacHo HA: NN-004194-051219

PeructpauunorHoe yaoctoseperue: J1M-004194 ot 16.03.2017

HaumeHosaHue gepxartens (Bnagensua) peructpauvonHoro ygoctoseperus: OO0 "Mpotekc”

Ananutuueckuin nacnopt Ne, gara: I'M-1228 ot 10.04.2023

loToeas npogykuus Tpebosanmam HL: CooTBetcTByeT D He coorBeTcTBYET

3aknwyeHue:

HacTosuwum nogreepxaalo, 4To npusefleHHas Bbile MHGOpPMaUMs SBMSETCS LOCTOBEPHOW K
TOYHOW. 3Ta Cepus NPOAYKUMM npov3BejeHa (BKOYAs YNakoBKY (MapKMpOBKY) M KOHTPOMb
KayecTBa) Ha BbllUEYyKa3aHHON NPOW3BOLACTBEHHOW TNNOLWAAKE B NOMHOM COOTBETCTBUM C
TpebosaHnamMu  lpaBun  Hagnexalleid  NPoM3BOACTBEHHOW  MpakTukm  Espasuiickoro
9KOHOMMYECKOro COK3a, B COOTBETCTBMM CO  crneuudukauusamu, cogepxalumucss B
PerucTpaunoHHOM gocbe. 3anucu no NPOU3BOACTBY, YNAKOBKE W aHanu3y rnpoBepeHbl, W
YCTaHOBMNEHO MX COOTBETCTBUE TpeboBaHNAM PErncTPaLMoHHOro A0Che.

Peanusauws roToBoi NPoAyKUMK: PaspelueHa D He paspewena

i

YnonHoMoueHHoe NNLo: S eemidba M. -
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