CEPTU®UKAT CEPUM TOTOBOU NPOAYKLUN
(NeKapcTBeHHbIE nNpenapatb! AN MeAULMHCKOro npumererus) Ne 1 365

MponpoteH® -100 kannu ans npuema BHyTpb (pnakoH) 25 A X 1
(nayka KapTOHHas)

HassaHue, nekapcTeeHHan (popMa, pasmep yNakoBxu

Crpana HasHauenus: POCCUSA

Homep cepuu: 11221021

Jara npouéaop,cwa: 28.10.2021

Cpok roatoctv roged go:  28.10.2023

Konuuecreo ynakosok 8 cepuu: 11 800 wt

Homep PY: JIN-N (000030) - (Pr-RU) Aara peructpauuu: 19.12.2019

HO: HA NIN-N2(000030)-(Pr-RU)-030921 ot 03.09.2021

HacToswmm s yaoCTOBEPSI0, YTO BCE CTaaun NpoU3BOACTBA Cepun roTOBOM NpoAyKUuMK
neKapcTBEHHOTo npenapara Ansa MeANUMHCKOro NPUMeHEeHUA BbINONHANUCE B NOTHOM
cooTseTcTeuyu ¢ TpebosaHuamMu GMP 1 perucTpauloHHbIM 4OCbe.

YNonHoMo4eHHoe nuuo: ﬁ /Kpoxuxa E.B./

»\rﬁ:ﬂ_ﬂi‘\l \\\
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e ’Wj CEPTUO®UKAT KAYUECTBA Ne 1122
Hassanve noenapare: MPOMPOTEH®-100
Crpana — npoussoguTens: Poccuiickan PeAepauna
M r H {+] : NIN-N (000030) - (PT-RU) ot 19.12.19 (nava nepeotpopmnetnA 03.00.2021), cpok AelcTEUR A0
19.12.2024.
[Doauposka: coctas Ha 100 r kanens ANA npuema BHYTPL!
[eiicreyowne soujecTsa:

AHTHTEna k Mosrocneunguuackomy Genky S-100 aipHHHO OYMLLGHHEIS 10
BenomoraTensHele BeLLecTsa:
STunosslit cnupT 95% 2181
Boaa ounLL@HHARA 77.2r
“SBOQATCA B BB BOAHO-CTIPTOROR CMECH C COABPXEHWEM ke Bonea 10 wr/r axTHeHOM OPMBI ASHCTBYIOLLEND BaWECTEA.
Jlexapcreennas diopma: Kannv AnA npnema BHYTPb
Pasmep ¥ TR YNBKOBKW: Mo 25 Mn B0 NAKOHbI M3 KOPWMHEBOrO cTekna (tun 1ll no rMAponuTH4eCKol YCTOMMHBOCTH), YKYNOPEHHbI®

KPLILUKAMN C KOHTPONeM MEpBoro BCKPLITUR, ¢ kanensHuued. Kawauidl cnakoH smecte ¢ MHCTPYKUMER NO MEAWLIMHCKOMY NpUMEHEHWIO
noMeweHb! B NaYKy 13 KapToHa.

KonuuecTeo ynakosok B cepuy: 11800 wr.

Howmep cepuu: 11221021

[Qara npouzgoactea: 28.10.2021
HWA C ocTv: 28.10.2023

[aTa oxoH4aHWA CPOKA rOAHOCTH:
1Opuauseckud anpec: 000 «HNO «MATEPWA MEQJVIKA XONAWUHM», Poccun,
127473, r. Mockea, 3-it CamoTeuHblit nep., 4. 9, Tenedon/dakc: +7 (495) 684-43-33

B ] : Poccus, r. MensBuHck, yn, Byrypycnasckas, a. 54
[Nuwuenaus: Ne 00432-NC ot 02 hespann 2021 r., BulaaHHAA MMWHUCTEPCTEOM NPOMBILINIEHHOCTH W TOProBnu Poccwitckoit ®egepaunu
PeaynsTaTh! aHanula:
Moka3sarenu Tpebopanun HA TIN-Ne{000030)-{Pr-RU)-030921 PeaynuTaThi HCNLITaHUIA

Onucaxue BecusetHam NpOIPAYHAA KMAKOCTE C  XBPAKTEPHBIM becuseTHan npoapasHan WNAKOCTE c
CNMPTOBLIM 3aMaxoM. XapaKTepHbiM CNUPTOBLIM 38NAaX0M.
CooTBeTcTayer.

MoAnNMHHOCTE KavecTeeHHas peaxuwa C pacTeopoM fioga B wenouHow | MossnAeTCR 3Janax hopodpopma W obpaayeTcR
cpepe. lomBnaeTcs 3anax #opocopma w obpasyeTcA HenToill ocagok Aogochopma.
KeNnThiil ocagok Aogodopma. CooTBETCTBYET.

Mpo3payHoCTb WcnbiTaHke NPOBOART B COOTBETCTBUM C TpabosaHuAMU D Mpo3padHbii pacTsop.
P¢ O®C.1.2.1.0007.15 «lpoapaukocTe U CTENEHb CooTBETCTBYET.
MYTHOGT# XuaKocTeis.

MpospadHeil pacTeop unk ero ONanecleHUnA (MYTHOCTb)
HO NPEBLILABT N0 WHTEHCMBHOCTW MYTHOCTL aranoxa
CpAaBHeHUA |.

LiBeTHOCTE icnbiTanMe NPOBOAAT B COOTBETCTBMA C TPEGOBAHNAMU T'® | BecuBeTHBIN pacTaop.
P® 0®C.1.2.1.0006.15 «CreneHb OKpacku wuakocTed», | CooTseTcTayer.
meTog 2.

BeclLigeTHbi# pacTBOp WNM ©ro Okpacka He AomxHa
NpeBbLILLIATL aTanoH Bs.

CnMpT 3TWNOBLIA AcnbiTaHWA NPOBOART B COOTBETCTBUM C TpeGosaHnAmu e 25,37%

PO, O®C.1.2.1.0018.15 «Onpeaenenne cnupra arunosoro | CooTBeTcTBYeT.
B NeXapcTBEHHbLIX CPeACcTBaxXy WK Ph. Eur. 2.9.10.

He menee 22 41 % (06/06) u He Gonee 27,71 % (06/06).

1032 W OAHOPORKOCTE | VCnbiTaHuA NPOBOAAT B cooTBETCTBAM C TpeboBaruamMu P | CpeaHanR macca A0361:0,30

[LO3UpOBaHuA kanens | PO, 0®C.1.4.1.0027.18 «Kannu» unu Ph.Eur. 0672. OrinoHenns: o -5,65% Ao +1,66%
ANA NpUema BHYTPb Macca Hu OAHOR A03bI HE AOMKHA OTKNOHABTCA Gonee uem | CymmapHan macca 10 Ao3! 3.0
Ha 10% or cpepHeit Macchl. OrtknoxeHnn: +0,33%

HomwHanbHan macca 10 gos - 3 r. CymmapHan macca 10 | CooTBeTCTBYET.
AO3 He JOMKHA OTNHYETLCA Gonee vem Ha 15% ot
HoMUHanbHo# Macesl 10 403.

Vi3BNeKaeMEIn O6LeM | VICNbITaHne NPOBORAT B COOTBETCTBMM C TpeGosatnamn (O | Cp. obbem 1 (nakona: 25 mn

Po, O©C.1.4.2.0002.18 «Masnexaemulit 0GbBMD. OtknoHeHun: 0 %

Cpeanee sHauerwe ofbeMma COABPHMMOMD 10 ynakosox | OTknoHeHWe AnA 10 ¢pnakonos: 0 %
pomkHo BbiTh He MeHee 100 %, ¥ HU OAHA W3 ynakoeok He | CooTeeTcTayeT.

AonkHa umeTs obbeMm Mewee 95 % OT YKa3aHHOro Ha
aTMkeTke. Ecnu cpeavee aHavexne ofbema COAEPKMMOr0
10 ynaxosok meHee 100 % OT yKa3aHHOrO Ha ITUKETKE, HO
HM OAHA W3 YNaKoBOK HE wmeeT o0beM mexee 95 % wnu
cpepHee 3HaueHve obvema copepxumoro 10 ynakosok
cocrasnser 100 % v o6uem e Gonee uem OAHOR yNaKkoBKuH
meHee 95 %, Ho He meHee 90 % OT yka3aHHoro Ha
STUKETKE, TO  BBINONHAKT  WCNbITaHWe  HA 20
AONONHUTENBHBIX YNAKoBKaX.

CpepHee 3HaveHwe ofbema COASPHMMOro 30 ynakoBoOK
AOMKHO COCTABNATL HE MeHee 100 % ot ofbvema,
YKAIAHHOTO HA ITUKETKE, X obbem He Gonee Yem OAHO! U3
30 ynakoBoK MoxeT GbiTe MeHee 95 %, Ho He meHee 80 %
OT YKA3aHHOMO Ha ITHKBTKE.

Ceprwhwkar xadectsa N 1122 ot 05.11.2021 Crpavmya 1 w3 2




TpeGoranna HO NM-Ne(000030)«(Pr-RU)-030921

- Muupoﬁnonamucsm
yucToTa

MicnsTanme NpoBOAAT B COOTBETCTBMM € TpeGosanuamn I'd
P® O®C.1.24.18 «MuxpobuonormHeckan uYWCTOTA»
(xareropur 3A, Ywakue npenapaThl ANA NPUEMA BHYTPb)
wnv Ph, Eur. 2.6.12, 2.6.13,

ObBee uMcno aapobHbXx MUKPOOPraHuaMos - He Gonee 10°
KOE/mn;

O6Lee uucno aponoxeebix W nnecHesbix rpubos - He Gonee
10' KOE/ un;

Orcyrcraue Escherichia coll B 1 mn.

Obwee u4Mcno adpobHLIX MUKPOOPraM

mexee 10 KOE/mn; | E
O6ues uueno Apomaux W NnecHeBbIX rpnuoa -
mexee 10 KOE/mn;

OTcyTcTayeT Eacharlchia colis 1 mn.
Coorsetctayer. |

¥naxosxa

BUY
Mo 25 mn B0 hnaxoHel K3 Kopu4HeBoro crexna (tun Il no
rMAPONUTUYBCKOA YCTONUMBOCTY), YKYNOPEHHbIE KDbILLUKAMM
C KOHTPONEM NepBOro BCKPEITUA, C kanenbHuLed.

Kaxabliil hnakoH BMECTe ¢ HHCTPYKUMEeR NO MeAWLVHCKOMY
NPUMEHEHHIO NOMELWAIOT B NAYKY M3 KapToHa.

Mo 25 mn Bo dnakoHLl W3 KOPUYHEBOro CTekna
(run Il no ruaponuTUMeckod ycToRYMBOCTH),
YKYNOPEHHbLI® KDBILKEMK C KOHTPONEM NepBoro
BGKPBLITHA, G KanenbHuLen.

Kawaw®t chnakoH BmecTe ¢ uHCTpyKuweit no
MEAHLIMHCKOMY NPUMEHBHHIO NOMBLIEHB B NaYky
W3 KapTOHa.

Cooraercrayer.

Ycnosus XpaHeHHA

Mpu Temnepatype He soie 25 C.
Mocne BEKPLITUA BNAKOH XPAHWUTE NPW TEMNEPaTYPe He
sbilue 25°C B TeueHue 35 gHei,

Mph TemnepaType He ssilue 25 °C,

Mocne sexpbitua HNAKOH XPaHUTE NPY
TeMnepaType Ho Bhilwe 25°C B TevaHne 35 aHeil.
CooTsaeTcrayer. |

MapKkupoBKa

Ha atukeTxe dnaxoHa ykaauiBaloT: HaMMEHOBAHWS, agpec,
Tenecor/cbakc W  TOBApHHIA SHAK NPOMIBOAWUTENA,
Ha3BaHne npenapara co aHakom @, nexapcTeeHHylo opmy,
ofseM npenapata B M/, YCNOBMA XpaHeuns, «He
3amopaxupaTes, allocne ackphiTA (ANAKOH XPaHWTE NpK
TemMnepatype He Buiwe 25°C B TeusHue 35 pHeds,
«[possnseT npoTHeoankoronbHoe peilctenes, «XpaHutb B
HEAOCTYNHOM ANA JeTell MecTe», HOMEp COpHK, CPOK
ropHocTy («lofeH A0....»).

Ha xapToHHON nauxe ykasniBalOT: HaMMEHOBaHwe, agpec,
Tenadon/tbake W TOBAPHBIA 3HAK  NPOMIBOAUTENA,
HaasaHue npenapara co Hakom ®, nexapcreeHnyio dopmy,
cocras npenapara ¢ ykalaHweM HalsaHMA W KONWYecTea
AKTHEHLIX BOLWACTB W  HA3BaHWA  BCMNOMOrATANbHbIX
pewjecTs, o6beM npenapata B MM, KOHUGHTPAUWIO cnnpTa
JTUNOBOMD,  BXOAMIWEr0 8  COCTAR  npenapara,
npeAynpeauTensHele Hagnicn «xCnocol nNPUMBHEHUA W
AO3LI. CM. WHCTPYKUMIO NO MEAWLMHCKOMY MPUMEBHEHHIO
BHYTPY ynakoskus, <«lpPOABNRET NPOTHBOANKOTONbHOE
Aeictenes, «He samopaxusaTb», «flocne BCKpLITHA
NAKOH XPaHWTL NpW TeMneparype He Bhie 25'C a
TeueHwe 35 AHeits, «XpaMMTb B HEROCTYNHOM ANA AeTei
MECTe», YCIIOBMA XPaHOHWA, yCroBUA oTnycka, capm-koq
(rpaduuecxknid W undposoi), Homep cepun (xCepur:...»),
cpok roaHoctd («lopeH Ao: ...»), Aarta npowasoacTea
(«flaTa npouas.: ...»), MHAMBWAYANbHBIA CepuAHbLIR HOMap
notpebutenbckoR  (sTopuuHoid) ynakoeiku («C.H.:...»),
rnoGansHbil  Homep ToBapa GTIN («GTIN ..»),
PerucTpaunoHHbiA  HOmep,  LUTPHX-KOZ,  CPeACTBO
naeHTHoukauvu (2D koa B malmHounTaemol dopme)

Ha ammxeTke cnakaMa ykasaHo: HaWMeHoBaHwe,
appec, TenaoWw/dake W TosapHmll  aMak
NPOUIBOAVTENA, HAMMAHWG NpenapaTa CO IHAKOM
®, nexapcroeHnan dopma, o6nem npenapara s
M, YCNOBMA XpaHEHWR, «He 3amopaxveatb»,
«llocne BCKPLITWA  DNBKOH  XPaHWTL  npn
Temnepartype He Bbille 25°C B Teuenne 35 fHeil»,
«(IpOABNABT NpPOTMROANKOTONBHOE AeicTaMen,
«XpaHuTe B HBAOCTYNHOM ANA AeTel Mecrtex,
HOMEp CepuK, CPOK rofiHOCTH (x0AeH A0:...»),

Ha xapronHoi nauxke yKkasaHO: HauMeHoBaHwe,
agpec, TenecdoH/dakc W TOBAPHMIA  3HaK
NPOM3BOAMTONRA, HAIBAHWG NPENAapaTa CO 3HAKOM
®, nexapctBeHHan (opMa, COCTAR npenapara ¢
YKB3EBHWEM HAIBEHWA W KONMMECTEA AKTMBMbIX
BOLUGCTB U HAIBAHNA BCNOMOraTensMbiX BEWIECTS,
ofvem npenapata B M1, KOHUBHTPRUWA cnupra
ITHAOBOMO, BXOAALLErO B COCTAR npenapara,
npeaynpeanTenbHbie HaanueH «Cnocob
MPUMEHEHUA W A00LI: CM. MHCTPYKUWMIO no
MBAULMHEKOMY NPUMEHEHWIO BHYTPU YNAKOBKW»,
«lpoABnAeT NPOTUBOANKOrONBHO& aeRcTBHE»,
«He aamopaxusaTe», «Mocne BekpwiTuA dnaxoH
XPaHWTe NpWM TemnepaType He Bbiwe 25'C B
TeYeHNHe 35 AHelr, «XPAHUTL B HBAOCTYNHOM ANA
AeTelk wMecTe», YCNOBUA XPAHOHWR, YCNOBWA
oTtnycka, dapm-xoa (rpaduueckuil u undposoit),
Homep cepunm («Cepun....»), CPOK roAHOCTH
(«MogeH po: ...»), gara npowssoacTea («fara
NPOK3B.: ...»), HHAHBUAYANLHLIA COpHAHLIA HoMep
norpeburansckof (aTopnyMofi) ynaxkoBxu
(«C.H.....»), rnoGanbhbid Homep Toeapa GTIN
(«GTIN ...»), perucTpauMONHBl HOMep, LWTpWx-
KOA, CPeACTBO wuAsHTMMKkaumn (2D ko B
MalLWHOuUTaeMOR hopme)

CooTBeTcTBYET.

2roaa

Coorsercreyer

[Cpox reanocTn

KoMmeHTaphY: YkazaHHaR B HACTORLLEGM COpTUCMKATe CEPUR NpenaparTa coofaa-rcrayu TpeboBanunm ®CM NN-N (000030) - (Pr-RU)
- 030921, :

Sananexne o cepTiuKkaLnK: BTUM A CBUABTBNBLCTBYIO, YTO NPHBEASHHAR BhiLe HHMOPMAUWA JOCTOBEPHA W TO4HA, ITA CEPNA NPOAYKUMM
: IPILAPKMPOBKY) W KOHTPONL 88 Ka4uecTea BLINQAHEH n'nonmm COOTBETCTBMM C npasunamn GMP #
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