L]
marteRria Y7 mebica

CEPTUOUKAT KAYECTBA N2 1509-3

Haasarue npenapata: KONOGOPT®
Crpaua — npouaesauTens: Poccuitckan deaepaumns

HoMep peructpauvorHoro yaoctoeepexus: NN-N (000027) - (PM-RU) o1 18.12.2019, (aaTa BHECEHUA uaMmeHeHuwn 31.05.2022) “r oy SoACcTBuR

Ac 18.12.2024
[Oo3awposka: cocras Ha oaHy TabneTky:
[feicteyowve sewecraa:
AHTWTENA K YenoseveckoMy hakTopy Hekpo3a onyxonu anstha

APPUHHD CUNLEHHBbIE 10 000 EMAO*
AHTUTENA K Moarocneunduyeckomy Genky S-100 adPrHHO OYALLEHHbE 10 000 EMA
AHTUTENA K TMCTAMWHY athtbUHHO OYMLLEHHBIE 10 000 EMQ
BcnomoraTenbHble BEWecTsa.

NaxToas MOHOrYAPaT 0,267 r
Lienniono3a MUKDOKpUCTANUYECKan 0,03r
Marnws cTeapaTt 0,003 r
Teoperudeckan macca Tabnerkw 03r

*EMU — eaunvubl MoaUMdvuMpyrowere AEHCTBWR

fNekapcteentan dopma: Tabnetku AN paccacsiaanun

Paamep v tvn ynakosky: no 20 TaBNeTOK B KOHTYOHOR AYEAKOBOA YNAKOBKE W3 NNEHKN NONVBUHUNXNOPWAHOA U IONLrN BMNOMUHUEBON,

10 5 KOHTYPHbIX AHEAKOBLIX YIAKOBOK BMECTE C KHCTPYKUMEN MO MEAULIMHCKOMY NPUMEHEHVI0 NOMELLEHL! B MaYKy U3 KapToHa
Konw4e axoBoK 8 cepun 12195 wr.

Homep cepuu: 15001122-3

[Oara noowasoacTea: 10.11.2022

[Oarta oxoHuanws cpoka roaHocTy: 01.11.2025
IOpugu-ecknit appec: 000 «HN® «MATEPWUA MEAUKA XONOWHI». Poceus,

127473, r. Mocksa, 3-# CamoTeyHbii nep., 4. 9, Tenedon/thakc: +7 (495) 684-43-33
A pec npon3soacTEEHHOR nnowanku: Poccur, r. YenaGuHek, yn. Byrypycnanckas, 4. 54
Nnuenaus: Ne 00432-11C ot 02 chespans 2021 r., BeigaHHas MAHUCTEPCTBOM NPOMBILNEHHOCTH U TOProBN Poccuitckoi Peaepatiuu

PeayneTarsl aHanwvaa:
[ MokasaTenw Tpebosanwa JIN-N (000027) - (PT-RU) = 310622 | PelynbTatbl MCNLITAKWA

[ Onucanve TaBneTky NNOCKOLMNMHAPUYECKOR (OPMbI, C DHCKOA # | TaBNETKN NNOCKOUNNMHAPWMECKOM (OPMBI, C PACKO? |

| cropoHe C© pwckod Hauecewa Hagnuce MATERIA - puckov wakecexa naanuce MATERIA MED

dackoi, ot 6enoro o nowrk Genoro useta. Ha nnockoi | w cackoid, Benoro usera Ha nnocked cTopowe ©

ICA Ha

MEDICA, Ha ApyroR nnocko CTOPOHE HaHeceHa ' APYrOW NNOCKOW CTOPOHe HaHeCceHa Hagnwcs

Hagnecs KOLOFORT KOLOFORT
L | CooTBercTeyerT. S
" MognuHHOCTL MeTog 1. KavecreenHas peakuus Ha akToasl | BelnageHwe 0Cagka OpaHMeBo-KkpacHOro  useTa
MOHOrMAPaT ¢ MEOHD-MAapMPamHbIM pacmeopom P (NaKkTo3bl MOHOrMAPAT).
i NomkHo HabnoaaThCA BbiNageHne ocagka opawxeso- | COOTBETCTBYET.
5 KpPacHOre useTa (NakTo3bl MOHOrMAPAT). )
MeToa 2. KuneTnyeckuil metoqa. CKOpOCTb peakuvu pa3noxeHws ackopbwHoeow |
CKOPOCTL peakLuyu PaanoxeHu] ackopGUHOBOW KWCNOTHLI | KACMOTbI B UCMbITYEMOM PACTEOPE MEHbLLE CKOPOCTH
B WCNLITYEMOM pacTecpe AONXHA ObiTh MEHbLWE & Peakuwu pa3noxeHws ackopbuHOBOW KUCNOTel 8
CKOPOCTH PEaKLUW PA3NOKERUA ACKOPBUHOBOW KMCNOTH! | KOHTPONMBHOM pacTeope.
{ B KOMTPONbHOM PacTBOpe. | CooTeercrayer N h i
"PacnapaemocTts WcnblTanke NpOBOART B COOTEETCTBUN C TpebosaHvAMY | 2 MuHYTh! 03 CeryHAb!
®dapmaxonen EA3C, n 2191 wumw ld PO, | Coorsercrayer
‘ OdC.1.4.2.0013.15.
i He 6onee 15 mMuHyT ! i
"OgHOpOAMOCTE MACChl VicnsiTaHWe NPOBOAAT B COOTBETCTEAM C Tpebosannamn ' CpepgHAn macca: 0,295 r
j raBneTok ®apmakonen EA3C, n 2195 wwm o PO, | Orxnonenns: ot - 1,00 % a0 + 0,67 %
; O®C.1.4.2.0009.15. | CooTaeTcrayer.
Macca He 6onee 2 w3 20 TaBnetok OTKNOHRETCA OT |
cpejiHeiA macckl Gonee yem Ha 5 %, ¥ macca HW OAHOM
Tabrerkn He 4OMKHA OTKIOHATLEA OT CpejHel Macchl Ha
BEMMYMHY, B AB2 paida nNpesbiUalWyld NPOUEHT
AONYCTUMOro OTKNOHeHKA (10%). |
Crneunduyeckas MmMyHODEPMEHTHBIA axanua (MDA). AHTUTENA K YErOBEWEeCKOMy akTopy Hekposa |
AKTUBHOCTE CTaTMCTHHECKY JHAUMMBIE OTNMUYKA MEXAY ONTUYECKUMK | ONYXONW anbta aduHHO ouvwenHsle — 10000
NNOTHOCTAMM UCNBITYEMOrO U CTaHaapTHoro oBpasuos EMA;
AHTUTENa ¥ Mo3rocneuubuyeckomy Benky S-100

He npeseiWaT 5% He MeHee YeM No ABYM TOUKaM il
CpaBHeHWs. AHTUTERA K HenoBeHeckoMy hakTopy | BMHHO ouULLENHLIE — EMA

| AHTUTENa Kk rucTamuxy auxHo ouvile
Hekpo3a onyxony aneda aUHHO OYMLLIEHHbIE — ! 10 000 EMA.
10 000 EM; AHTutena k moarocneuncpnueckoMy 6enxy | Coorsercraeyer.
5-100 achtbUHHO ouMLLEHHbIe — 10 000 EMA; AHTHTEna K |
rucTaMuHy adcbuHHo ounieHHbie — 10 000 EML. |

HHbIE =

CeprudukaT kauectaa Ne1509-3 ot 21.11.2022 Ctpanuua 1 ua 2
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MNokazatenm ___Tpeb6osanus NN-N (000027) - (PT-RU) — 310522 o
" MuKkpo6Monoruseckan MicnbiTaHue NPOBOAAT B COOTBETCTBUM C Tpebosannamu | o  OSuee YACNO a3pobHbIX MIKPOOPraHWaMos ~
YMeToTA | ®apmaxonen EA3C, nn. 2166, 2167, 2312 mexee 10 KOE e 1 r npenapara;
| (xaTeropua 2, ANR MDAMEHEHMA MECTHD) M @ PO, o  OBwjee UACNO APONOKERLIX U NNECHEALIX
| 09C,1.2.4.0002.18 (kaTeropwA 6.3.A, ANA npuema B rpubos - mexee 10 KOE B 11 npenaparta;
| nonocTu pTa): . OHTepobakrepuy, YCTOWYMBLIE K XEnuw, B 1 r
| - O6buiee yucno aapobbiX MUKPOOPraHM3mMoB — He npenapara oTCyTCTBYIOT;
[ 6onee 10° KOE B 1 r npenapara; *  Pseudomonas aeruginosa B8 1 r npenaparta
¢ Obuwee 4McnO APONOKEBLIX ¥ NNecHesbix rputos — oTcyTcTBYET;
| He Gonee 10' KOE & 1 r npenapara; s Staphylococcus aureus 8 1 r npenapaTa
|« Orcyrcrene anTepobakrepud, ycTo#uMBBIX K OTCYTCTBYET.
xenuw, 8 1 rnpenapara; CooTeetcrayer.
e  QOrcyrcreve Pseudomonas aeruginosa 8 1 r
[ npenapara;
| » Otcytcteue Staphylococcus aureus B 1 ¢
| npenapara . o
"YnaxoBka Mo 20 rabneTtck B KOHTYPHOR AYEHKoBOW ynaxosxe U3 ' [o 20 Tabnetok B KOHTYPHOR AYEAKOBOA YNAKOBKE M3
| NAGHKK NONUBMHUNXMNOPUAHON N (HONBIK ANKIMUHKEBOH. | NNEHKA NONVEUHUNXNOPKAHOR n donsru
Mo 5 «OMTYpHBIX AYSlKOSLIX YNAKOBOK BMECTE C  anKMUHUEBOR.
MHCTPYKUWER NO MEAWLMHCKOMY NpUMEHEeHUIC noMewaeT Mo 5 KOHTYPHbIX AYERKOBLIX YNakosoK BMecTe ¢
| B navky 13 KapTOHa. WHCTPYKUMERA N0  MEAMUMHCKOMY NPUMEHEHWIO
NOMELLAINT B NayKy U3 KapToHa,
| Ccorteetcrayer.
MapkupoBka MapKMpoBKa nepsituHOn YNakoBKku Mapruposxa nepevM4HOR YNaKOBKW

Ha KoHTypHOW AveiikoBcl  ynakoBke  yKa3biBawT:
TOProBOE HavMeHOBaHMe NeKapCTBEeHHOro npenaparta ¢
NpeaynpeanTensHoR MapkupoBkod ®, nexkapcTBeHHyK
popMy, HauMEeHOBaHWE AepXaTenA perncTPaLMOHKOro
YAOCTOBEPEHMA W €ro TOBADHLIA 3HAK, HOMEp Cepwu,
CPOK rogHocTy {«f0...»).

MapkupoBKa BTOPHYHOR YNaKOBKH.

Ha xapToHHOM NayKke YKa3elBAKT: HAMMBHOBAHME, aapec,

Tenechon/cbakc M TOBApHBIA  AHAK  AepxaTens
PErucTpauUoHHOro YAOCTOBEDEHMA, Toprosoe
HauMeHoBaHve NexkapcTeeHHoro npenapara c

npeaynpeauTensHoi MapkvpoBkod ®, nekapcTBeHHY
(opmMy, cocTas npenapara C yKasaHWEM HaaBaHWA M
KONWYEecTsa AEHCTBYIOLUMX BELUECTB W HalBaHuA
BCNOMOraTenebHelXx BewecTs, xonniectso Ttabnetox B
ynaxoske, «Cnocof npWMeHeHMs W [O3BI.  CM.
MHCTPYKUMKD NO NPUMEHEHWIO BHYTPM ynakcekw», «[ns
NIeYEHWA  CHMMAPCMA  Pa3fpPaXEHHOrO  KAWEYHWMK2»,
YCNoBWA OTNYCKA, YCNOBWMA XPAHEHUA, «XpPaHWTb B
HEAOCTYNHOM na AeTeir MecTe», thapm-xoa
(rpacduuecknn n uudposoi), Homep cepun (<Cepua:

...»), Cpox ropaHoctm («[ogen po: ...»), paTa
npouasogcTea («flata npowie.. ...»), WHANBAAYANbHBIA
| CepUiHLIA  HOMep  noTpeGUTenbCKOW  (BTOPUYHDIA)

| ynakoeku («C.H.: ...»), rnobansHelid Homep ToBapa GTIN
(«GTIN ...»), peracTpauvoMHbldA HOMEpP, LUTPMX-KOA,
cpeacTee uaeHTruxaymm (2D ko4 B MalUMHOUWTAEMOR

dopme).

| NPWMMEHEHWA M

Ha «KOHTYPHOA RAYEAKOBOA YNakoOBKE yxalaHo:
Toproeoe HanMEHOBaHUE NexkapcTBeHHOro
npenapara ¢ npeaynpeasuTensHOR MapKWPOBKOR =,
nexapcTeeHHan opmMa, HauMeHOBaHWe AepxaTens
PErMCTPauMOHHOro YAOCTOREPEHHMA W €ro TOBAPHbIA
34aK, HOMep Cepni, CPOK roaHocTH («fo...»n).
Mapxuposka 8TOPUHHOR YNAKCBKH.

Ha xapToHHOM nadke yKka3aHO: HaWMeHoBaHwe,
aapec, TenedoH/daKkc n TOBapHLIA IHAK 4epxarens
perucTpayMoHHoro YAOCTOBEPEHUA, TOprosce
HBUMEHOBAHWE  NexapCTseHHoro npenapata ¢
npepynpeanTensHoR MapKuMpoBKOW @,
nexapcTeedHan opma, COCTaR npenapara ¢
YKa3aHMeM Ha3BaHWA W KONWYECTBa AERCTRYOLYMX
BEWEeCTB M HA3BaHWMA BCMNOMOrareNbHbiX BELUECTE,
konuyecteo Tabnetok B ynakoske, «CnocoB
A03bl.  CM. WMHCTPYKUMK  no
NPYMEHENMIO BHYTPWM YyNakoskw», «nA neveHwn
CAHAPOMA PA3APAXKEHHOrO KUWEMHMKa», YCNoBWA
OTNycxa,  YCNOBMA  XpaHErviA,  «XpaHuTs B8
HSAQCTYNHOM  NA AeteAd  MecTe», (ApM-ro4
(rpachuueckwin v uuchposod), Homep cepun («Cepwna:

.»), Cpox rogHocth («lopen po: ...»), pata
npowasoacTsa («daTa npouas.: .»),
MHAMBUAYANbHBIA cepuiitbIin HOMED
notpeburensckoi (BTOpUYHOW) ynaxceka («C.H.:

...»), rnoBansHolil HoMep Toeapa GTIN («GTIN ...»),

PErtcTPaUMOHHBIA  HOMEpD, LTPHUX-KOQ, CPEACTBO
- waeHTAadukauun (2D koA B MawwnHOYWTaemod
Gopme).

CooTeercrayerT.

YCNOBMA XPaHEeHNA

Mpu TremnepaType e Bbiwe 25°C,

Mpu Temnepartype ne seiwe 25°C. CooTeercrayeT -

Cpok rogHocTH | 3roaa CoaTeercrayerT. _
KOMMEHTapui: YKalaHHaA B HACTORWEM CepTHMdMKaTe Cepus Npenaparta CooTBeTCTByeT Tpebosanwvam JIN-N (000027) - (PI-RUj -

310522

3anBnenue o cepTUthuKaLK: ITUM S CBMAETENLCTBYIO, UTO NPUBBABHHAN BbILLE WHDCPMAUMA LOCTOBEPHA M TOYMA. 3Ta CePUA NPOAYKUMA
Buina npoxssesera (BXNIOMEA YNAKOBKY/MAPKMDOEKY) i KOHTPOMb €8 KAYEecTBA BhIMONHEH B NONHOM COOTEETCTEMM C npasunamw GMP u

Aocbe cneyndurkauuin Ana ugcneayemero f1C. MNpotoxons NPOKM3IBOACTEA, YNAKOBKA W aHANW30B Obink paccMOTPEeHb! U cooTeeTcTene GMP

YCTaHOBJIEHO.
HauanbHuk OKK
Qara: 21 Honbpa 2022

Ceprudnkat kayectea Ne1509-3

Kapnoea E.A.
M.M.

or 21.11.2022

Ctpanuya 2 w3 2
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CEPTU®WUKAT CEPUU rOTOBOU NPOAYKLMA
(nekapcTBeHHbIe Npenaparbl ANs MeANLMHCKOTO npuMeHeHus) Ne 1767

KonodopT® TabneTku Ans paccacbiBaHus (KOHTYpHas SuelnKoBas

ynakoeka) 20 X 5 (nayka KapToHHas)
HazsaHwe, nekapcTBeHHas (opMa, pasmep Ynakosku

CrpaHa HasHaueHns: POCCUSA

Homep cepuu:  15091122-3

fara npouasoactea:  10.11.2022

Cpok rogHocTu rogex go:  01.11.2025

KonuuecTtso ynakosok 8 cepmu: 12 195 Wt

Homep PY: JM-N (000027) - (PT-RU) para peructpauuy: 18.12.2019

HA: HA NN-N2(000027)-(Pr-RU)-310522 ot 31.05.2022

HacTosiwmum 8 yA0CTOBEPSAIO, YTO BCE CTaaun Npou3BoACTBa cepun FOTOBOIA NPOAYKUUK
neKkapcTBEHHOrO npenapara Ans MeAULIMHCKOro NpUMEeHeHVs BbINONHANNCH B NONHOM
cooTBeTcTBUM ¢ Tpebosanuamu GMP 1 perucTpaunoHHbIM AOCHE.

YNONHOMOYEHHOE NULIO: :,.7:_/% /KpoxuHa E.B./
s
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