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JIUIEH31s Ha OCYIICCTRAGHHE IPOH3BOIACTEA
NIEKApPCTBEHHBIX CPEICTB
Ne 12569 — JIC — T ot 12 aBrycra 2013 1.

HanmMeHOBaHHE MPOIY KUMH:
Howmep cepu:

JlaTa BHITYCKA PO KITHH!
Topen po:

KonuuecTBo YNaKoBOK B CEPHH:
PervcTpaliiOHHOE YAOCTOBEPSHHE!

HopmarueHas JOKYMEHTALMA.

[NACITOPT Ne 18935

UHJIAITAMM/JL, TabieTkn, NOKPLITBIC oBonoukoi, 2,5 mr Ne 30

821121

12.11.2021 .

11.11.2024 r.

62 760 ym.

JII1-003095 ot 17.07.2015 1,

@®CII JITI-003095-170715, uam, Ne 1.

Ne HaumeHoBan#e TpeGoBanus HOpMaTHBHOM p =
o €3yJILTAThI HCIIBITAHHH
nokasareneh JNOKYMEHTALIMH
1 i 3 4 i
1. | Onucanne Tabnerku KPyribie, ABOSKOBHITYKIBIE, Ge3 | Tabnerkd Kpyrhoble, NBOSKOBBITYKIEIE,
PHCKH, TIOKpBIThie 0fonouKoH Genoro useTa. Ges puckw, mokpbiTeie ofonoukoit Genoro
Ha nomepeunom pa3spese Tabnerxka Genoro | UBETa. Ha monepeyHoM paspese Tabnerka
Wi nout Benoro LBeTa. Genoro LBeTa.
2. | MoanHHHOCTE BOXX: Bpems YZEPKHBAHMA OCHOBHOTO BOXX: Bpems ynep:kuBaHHA OCHOBHOTO
MMKa Ha XpOMaTorpaMMe WCMbITYEMOro | Mdka Ha XpOMarorpaMme HCTIBITYEMOTO
PACTBOPA, NPHrOTOBIEHHOMO AIA | pacTBOpa, [IPUrOTOBJIEHHOTO s
KOMMYECTBEHHOTO  OfpeeneH s, AOKHO | KOMMYECTBEHHOrO orpeaeneHns,
COOTBETCTBOBATH  BPEMEHW  YAEPKMBAHWA | COOTBETCTBYET — BPEMEHH YIAEPHUBAHUA
OCHOBHOTO MMKAa Ha  XpOMArorpaMme | OCHOBHOTO NHka Ha XpoMaTorpamme
CTAHNAPTHOrO PacTBOPA HHAATAMIIA CTaH/IAPTHOTO PacTBOpa HHAAMAMHIA
3. | Cpennas macca Tabnerok | I'® X1 102,5 Mr
4, | Pactsopenne O®C 42-0003-00, BOXKX wn YO-CP
He wmemee 70 % (Q) CisHisCIN:O38 | 101,76 %; 102,86 %; 95,38 %,
(unpanamuna) uepes 45 MuH 97,10 %; 100,76 %; 98,34 %
5. | MoctopoHuue mpumecn | BIKX
Iprmeck A — He Bonee 0,5%, Tpumeck A — 0,45 %,
ExpsHuiHON HenaeHTHPHIHPOBAHHON EnuHMYHOH HeHAeHTHOUIMPOBAHHOH
npumecH — He Bonee 0,1% npumecn — 0,071 %,
Cymma npumeceht — He Gonee 1,0% Cymma npumecedi — 0,521 %
6. | OOHOpPOMHOCTE T'd X1, BOXKX:
A03UPOBAHHA ot -15% no +15% Or—7.29 % mo + 6,48 %
7. | Mukpofuonorudeckas I XII, kateropus A
YHCTOTA O6mee uucno aspobHbix OaxkTepH# — HE Menee 1,0-10' koe/r
Gonee 10008 1T
O6mee uncno rpudos — He fonee 100B1T Menee 1,0-10! koe/r
Orcyteraue Escherichiacolip 1 1 OteyTerByeTB I T
8. | KonmuuecteeHHoe B3IKX: Ci1sHisCIN3OsS (MHpamamupa) oT
onpeaencHHe 2,25 Mr 10 2,75 MI' M3 pacueTa Ha CPEHIOK 2,47 mr
maccy oiHoit TaGneTKH
9. | YmaxoBka Tlo 10 TabneTok B KOHTYpHyio suefikoeyio | Ilo 10 TabneTok B KOHTYpHO# AueiiKOBOH
YNakOBKY M3 [EHKH [ONMBHHHAXIOPHIHOH | yaKoBKe u3 TNeHKH
1 AMOMHHHEBOH (OITBTH. MONMHBHHIITXTOPHIHOH H doaLrH
1, 2, 3, 4, 5 KOHTYpHBIX AYEHKOBBIX ATOMHHHEBON TICUATHOM JIAKMPOBAHHOM. 3
YIIAKOBOK BMECTE € WHCTpYKUMEH 10 | KOHTYpHbIE S4eHROBhIE. yNaKOBKH BMECTE
NPUMEHEHHIO TIOMEILAIOT B Mayky W3 | C MHCTPYRUPE: 110’ fIPUMEHEHHIO B TIaYKe
KapTOHA. W3 KApTORA 1S NOTPeCATENBCKOH Taph!
10.| Mapxuposka Mepsusnan  ynakoska. Ha KOHTYpHO#H Heprzﬂg;{ﬁn PAKOBKA. Ha ' 'KOHTYpHOH
AuelkoBoi YIaKOBKE yKa3BRAOT | Aueikanoi | o ylaKoBKe \l",- | YKasaHo
HaWMEHOBAHHE MPeANPHUATHSA- | HAHMEHOBAHKE " mpeanpuATHA-
MPOM3BOAWTENS W €ro TOBApHBIA  3HAK, npoﬁs A }‘?éhﬂ M ero [ToBApHBI 3HAK,
TOPrOBOE HAMMEHOBAHHME JIEKAPCTBEHHOrO | TOPT .d;j\m}.}:enpgag)ﬂpﬁpkq'pcmenuoro
npenapara Ha pyCCKOM A3bIKe, | Mperna el A pyetkoM A3BIKE,
NeKapcTBEHHYIO (hOpMy, NO3HPOBKY, HOMED | NEKAPCTH SHHA vxbaﬁ@,\,ge/{upoaxa, HOMEp

Crp. 1132




@ 000 (TPAHA®APM»

443068, Poccus, r. Camapa, yn. Hoeo-Canosas, 106, kopn. 81,
Ten. (846) 334 - 52 -32,207 - 12 - 61

Paxc (846) 207 - 41 - 62
http://www pranapharm.ru/
E-mail: info@pranapharm.ru

Hauanshux QOK Ten. (846) 207 — 12 — 81

JIMueH3MA Ha OCYIECTBAEHHE NPOU3R0OACTRA
NEKaPTTBEHHBIX CPEACTB
Ne 12569 — JIC —IT ot 12 aBrycra 2013 r.

CEPHM M CPOK TOAHOCTM (Ha 0B6opoTHOH
CTOPOHE METOLOM FOPSYETO NPECCORAHUS),

Bmopuuras  ynaxoska.  Ha  3THKeTKe
rpynnoBoil yrnakoBKM M Nauyke YKA3LIBAIOT
HayMeHOBaHHUe NpeanpUATHA-
NPOM3BOAMTENA W €ro TOBApHHIA 3HAK,
TOProBoe HaUMEHOBAHWE JIEKAPCTBEHHOrO
npenapata Ha pycckoM aseike, MHH,
JIEKapCTBEHHYHO dopmy, NO3UPOBKY,
KOmMuecTBO TabneTok B OfHOHW  nauke,
«IIpuMEHATE N0  HABHAYEHMIO  Bpa4an,
YCHOBHA XpaHeHHH, «XpaHuTh B
HEmOCTYNHOM 14 JeTell MecTe», HOMep
PECHCTPALMOHHOr0 YIOCTOBEPEHHUA, HOMED
CEpHH, JaTy BHIIYCKA, CpPOK TOAHOCTH,
agpec, Tenedon/(paxc, MEKTPOHHBIA agpec
M MOYTY  MpeanpHATHA-NPOM3BOAKTEN,
WTpHXOBOH Ko#, «[Inda npuema BHYTpBY,
YyCAOBHA oOTOycka, «He wucnoneiopaTs no
MCTEUEHHH CPOKA FOAHOCTH, YKa3aHHOro Ha
yrmaxkorke», « CoOepKHT NaKTo3y».

Ha nauke ykaswiBalOT  Ha3BaHHE U
COZEp/KAHME NEHCTBYIOLIErO BEIecTBa B
Kaxgoii Tabnerxe.

Tax e Ha nmayky MOXeT 6bITh HaHeceHa
HHQOPMALMA U1 MOHMTOPUHIA JBMIKEHHA
JIeKapCTBEHHOrO npenapara or
MPOH3ROAMTENS A0 KOHEUHOro notpeGutens
— cpeacTsa MAEHTU(UKALIMM,

Ha  aTukeTke  rpynnoBod  ynakoEKu
HONONHHUTENBHO  YKA3BIBAXOT KOIUYECTEO
navex.

CepUH M CPOK TroAHOCTH (Ha ofopoTHoit

CTOpOHE METOA0M ropsuero
NpeccoBaHus).
Bmopuunas  ynakoéxa. Ha  >THkeTke

TPYNNOBOA YNAKOBKH W MAYKE YKA3AHO
HAHMEHOBAHHE NpennpUATHS-
NPOH3BOAMTENA M €ro TOBApHBLi 3HaK,
TOProBOE HAUMEHOBAHWUE JNEKAPCTBEHHOrO
npenapata Ha pycckoMm ssmike, MHH,
nekapcTBeHHas  Gopma,  103MpOBKa,
KOMHYECTBO TaGneTox B OHHOH nauyke,

«IIpMMEHATE IO HA3HAUYEHMIO Bpauay,
YCIAOBHA  XpaHeuus,  «XpaHuts B
HeOCTYNHOM Ans AeTed mecten, HoMmep
PerucTpalHoOHHOro YAOCTOBEPEHMA,
HOMEpD CepHMHM, [aTa BBIMYCKa, CpOK
FOAHOCTH, azpec, Tenedon/dbakc,
3/IEKTPOHHBIH anpec H noura

NpeAnpUATHA-NPOUZBOAUTENA,
WTpUxoBoH koA, «Jlna mpuema BHYTPED,
ycnoeus otmycka, «He ucnonezoeath ro
MCTEYEHHH CPOKA FOLHOCTH, YKA3dHHOro
Ha ynakoBke», « COACPIKMT TAKTO3y .

Ha paiyke  yxazaHo  HaspaHde W
COlepaHue AEHCTBYIOLLErO BELIECTRA B
kaxnoi TabneTke.

Ha payky Hadecena wundopmauus ans
MOHHTOPHHTE ABHAKEHHA NEKAPCTBEHHOrO

npenapata  OT  NPOM3BOAMTENA 10
KOHEYHOro rnotpefuTens - cpeacrsa
MIOEHTHOUKALHH,

Ha stuxetke rpynnoBodl  ynakoBku
LOOTIONHUTENBHO — YKA3aHO  KOJIMYECTBO
nauex.

.1 1.| Xpanenue

B cyxom, 3alMIIEHHOM OT CBETA MECTE NPH
TeMIeparype He Buiie 25 °C.

XpaHHTh B CYXOM, 3alUMILEHHOM OT CBETA
MECTE MIPH TeMIiepartype He Bhine 25 °C.

12.| Cpok roguocty

3 roma

Tlonen no 11.11.2024

3axmouenne: JlexapcTeenHsii npenapar «MHIATTAMUW]L, TaGnerxuy,

nokpeiTele 0fonouko#, 2,5 mr No 30»

cepun 821121 coorserctayet TpeGosauuam OCIT JII1-003095-170715, uam. Ne 1.
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@ 000 «ITPAHA@APM»

Paspemienne Ha BBOJ B rPasKIaHCKHil 000pOT cepun

JIeKApPCTBEHHOT'0 Npenapara

Ne 7494
ToproBoe HaMEHOBaHHE:! MHIAITAMIJIL,
MexyHapoHoe HenateHToBaHHOe Haumenosanre (MHH): Munanamun:
JlexapcteenHas Gopma: TablIeTky, NOKpbITbIe 06010YKOM;
Jlo3upoBKa: 2,5 MI;
Mopma BErTycka: 10 MT.- YIAaKOBKY SueHKOBbIE KOHTYpHEe (3 IIT.) - TIAUKH,
Homep cepun: 821121,
O6mnem cepuu: 62 760 yi.;
Jlara Beimycka: 12.11.2021 r.;
lomen mo: 11.11.2024 r.;
ITacmopr Ne 18935 or 23.11.2021 1.
O6bem cepun (YIaKOBOK) BBITYIIEHHON B IPaXkKIaHCKUH obopot: 62 720 y1.;
HanMeHOBaHMeE | ajIpec TPOM3BOIHTENs (¢ yKa3aHHEM CTaauii IPOM3BOJCTBA):
O61ecTBO ¢ OrpaHnueHHOM 0TBeTcTBeHHOCTEIO (TTPAHADAPMY ( 000
«TTPAHAD®APM»), Poccus (Bce cTazmu, BKIIOYas BBITY CKAIOIINH KOHTPOJIb

KadyecTBa)
Homep 1 j1ata perucTpaioHHOr0 yA0CTOBEPEHHS: JIII1-003095 ot 17.07.2015 .

Homep HopmaTHBHO# nokymenTauyy: JI1-003 095-170715. u3m. Nel.
HauMeHOBaHNE ¥ apec [eprkaTesisd PEruCTPallOHHOTO yI0CTOBEPEHHS:
OB1ecTBo ¢ orpannuenHoi otpeTcTBeHHOCTEI0 (TTPAHADAPMY (000
«[TIPAHA®APM»), Poccus, r. Camapa, yi. Hoso-Canosas, 1IoM 106, xopmyc 81
Homep 1 sata 3axmouenns GMP: GMP-0169-0003 88/19 or 27 wrons 2019 1.
HoMep u faTa JIMLIEH3HHA [TOTIALKH! No12569-JIC-IT ot 12 aBrycra 2013 1.

[Ipomykuus NpOM3BEJEHA M IIPOBEPEHA B COOTBETCTBHM C JluneHsueit Ha IPOM3BOACTBO

JIeKapCTBEHHBIX [IPENIapaTos, TPEOOBAHHAMH PETHCTPALOHHOrO A0CHE, tpeGoBanusamu IIpasun

OpraHM3aIi¥ [POM3BOJCTBA M KOHTPOJA KAYECTBA JICKAPCTBCHHEIX npernapatos. ECTh
paspeliieHUs Ha MCIONb30BAHKE CHIPhS H YNAKOBOIHBIX MATEPHATOB; COIlls1, perynupyronme
TIPOM3BOJICTBO M KOHTponmb kadwectsa JIII, MapmIpyTHEI® KapTel 3AKIIOYEHUST KOHTPOIBHO-

AHATHTHIECKON H MEKPOGHONOTHYECKOH nabopaTopui.

JlaTa BbIIaYH pasperueHus: « 06 /QZ{{C( (:;}tﬁ" 2027 1.

YTOTHOMOYEHHOE JTHLIO Japd Al

/ nodnuces




PEAEPAABHAY CAYXEA 1O HAAZOPY
B ODEPE ZAPABOOXPAHEHMA

«CBefeHnA o BBOJE B rpaxaaHCKuii odopoT B Poccuitckon deaepaummn NeKapCTBeHHbIX
CpencTe No CoCcToAHUIO Ha 15.03.2022 17:03»

Iara BHecenns B IpoussoauTens Opranmanar, Homep Homep, nata
AHC Toprosoe nHanmenoBanue (BBITYCKAO I Crpauna Cacemun o crammx Fopiiarinsds ARV CTHBMIAR & CepHH a3pelieHHs Ha
P P Y P NPOH3BONCTEA JIOKYMEeHTALHS FPaKAAHCKHH i pasp
'0C3ApaBHAI30pPaA KOHTPOJIb) b0 napTHH HJI
HHIOAMNAMH]; rabaetkn, . o )
noxpeiTie BORAKGH 2.5 OBuecTBO ¢ OrpaHMUEHHOI Ocﬁamawo c o_“vmz::n::cw JIT1-003095-170715: -
07.12.2021 mr 10 wr., ynakosku oL MEHHOCTID Poccus S RIS IReHBICTA Ham. Nel k 821121 -
- = "TMIPAHA®APM" (000 "TIPAHADAPM" (OO0 "TIPAHA®APM"
AYCHKOBBIC KOHTYpPHBIE (3),

NAYKH KapTOHHBbIE/ ~

“MPAHADAPM")

"TIPAHA®APM"), Poccus

JI1-003095-170715




