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Pocens, SIpocnasekast 06:1., . SApociap:isb, yia. 1-a Texnosornvyeckasn, a. 20

JIuneH3ua Ha 0CylleCTBACHHE NPOU3BOJACTEA JAeKapcTBeHHbIX cpeacTB Ne 00081-JIC ot 23 mapra 2018 roaa
Zak09enne 0 COOTEETCTEMH NPOM3BOANTEN JIEKAPCTEEHNBIX CPEACTR /118 MEAHIHHCKOTO IPHMeHEHRS
TpeGopannnm Ipasun nagnexameii nponssogcreennoi npakrnkn Ne GMP-0067-000251/18 ot 29 mapTa 2018

Toproeoe HaMMeHOBaHME
JIeKapCTBEHHOTO Npemnapara,
nex. popma, 103UpOBKa

Homep peructpanmoHHoro

IMACIIOPT Ne 171/20

ot «28» ampensa 2020 r

1000 mMr Ne60

Mert¢opmun-Tepa, TabeTKH, IOKPHTEHE IVIEHOYHOH 000104KOiA,

JII1-000028 ot 09.11.2010 r (naTa pHeCeHUs U3MEHEHHIA B
PETHCTPALHOHHOE YAOCTOBEPEHHE JIEKaPCTBEHHOTO Npemnapara

OCTOBEPECHUA
YA P 11.11.2019 r)
IepruyHas/BTOpUMHAsL
p P " 000 «Tesa», Poccusa (SIpocnaeckas obnacts, r. Apocnasisb,
ynakoBKa/Beimyckaromuii
yi. 1-a Texnonorudeckas, a. 20)
KOHTpPOJIb KaYeCcTBa
Howmep cepun 160420
O61eM cepuu 15 424 ynakoBok
Hara npou3BoJcTBa 02.2020
T'ozen o . 02.2023
SAP cepus Oank/
P . 2000015606/
MPOU3BOJUTEND JIEKAPCTBEHHOM
dbopmI Tesa Yemckue IIpeanpusarus c.p.o., Yemckas pecnyOinka
JHara noctynnenus npo6sl 21.04.2020
PekBU3NTE HOPMATUBHOM
p JIT1-000028-111119
JOKYMEHTAIUK
Ne| HanmeHoBaHue TpeGoBaHudA B COOTECTCTBHH C Y ——
n/n noKa3zareas JII1-000028-111119 ¥
Tabnerknn 1000 mr: Gemsre mnm noura Gemsie | [Towrw Genble OBANBHEIE ABOSKOBIMYKIBIE
OBATLHEIE ABOAKOBRUTYKIEIC TaGHe}'KH, TaONeTKH, MOKPEITEIE MIEHOYHOM
TMOKPHTHIE TNIEHOTHOM 060ﬂ0‘l](0ﬂ, € PUCKOH Ha OGOHO‘IKOI';I, c pHCKOﬁ Ha 06CHX CTOpOHaX, c
1. | Onucanue 06emx CTOpOHAX, C IPABMPOBKOH «I» CIEBA OT | 1rppynonkol «9 CHIEBa OT PUCKH H «3»
PHCRE W(3» cIIfiaBa o PHOKHih BaHoH cTopote CIpaBa OT PUCKH Ha OIHOM cTOpOHE H «72»
U «72» creBa oT pHCKH H «14» crnpaBa OT PHCKH -
Ha npyroﬁ. ClIcBa OT ?PICKH i «14» CIipaBa OT PHCKH -
Ha Apyro#
Bpems  ynepkHBaHHA OCHOBHOTO MHKa HA | Bpemg ynep:KHBaHHA OCHOBHOTO IHMKa Ha
XpOMAaTOrpaMMe HCIBITYEMOrO PacTBOPA JODKHO XPOMATOTPaMME HCTIBITYEMOTO PacTBOpa
RO ERCHCTRORIEE BpeMenu YACPKHUBAHMIO COOTBETCTBYET BpEMCEHH YACPKUBAHUA
OCHOBHOI'C nyKa Ha XpoMaTorpaMme OCHOBHOTO NHKA HA XDOMATOrDAMME
CTaHAApPTHOTO pactsopa MmeTdopMuHa p P
ruapoxaopupa  (pasmen  «Kommiecteemmoe | CTAHAAPTHOIO pacTBOpa MeTdopMuHa
2. | IopnuHHOCTE OTIPEIENCHNEY) THAPOXJIOpHA
Undpaxpacusiit cnexrp uensityeMoro ofpasna | MudpakpacHslii CIIEKTP HCIBITYEMOTO
110 IONMOXKEHHMIO IIONOC IIOTIOIMEHHA JOJKCH 06pa3ua 10 MOJIOXKEHHIO ITOJIOC MTOTTIOILEHHS
COOTBETCTBOBATD CIIEKTPY CTaHAAPTHOIO 06])&311& COOTBETCTBYET Cﬂemy CTaHI(apTHOFO
MeTQOPMHHA IHAPOXNIOPHTA. 06pasia MeThOpPMHHA THAPOXIOPHAA
HaeT xapakrepHy1o PeakLUIo Ha XIOPHIBL. JlaeT XxapaKTepHYIO PEaKLHIO Ha XJIOPUALI
He wmenee 75 % (Q) wmerdopmuna
3. | PacTtBopenue THOPOXIOPUAA JOMKHO MEPEUTH B pacTBOp 99 %
4epes 20 MuH.
HO! HUAHH M AaMU, — HC
Duatiorya l:a (moan paavg) He obuapy:xeHo
4. | Pomcreennsie Gonee 0,02 %;
" | npumecu Jhwobas apyras npumecs — He Gonee 0,1 %; He obHapyxeHO
Cymma npuMeceit — He 6onee 0,3 %. He oGnapysxeHo
5. | Boma He 6onee 3,5 % 0,9 %

10022695 Metdopmun-Tesa 160420
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Poccnsi, fIpociiaBekan 061, r. SIpociasas, yi. 1-s Texnonornueckas, a. 20
JTHien3ns Ha oCYHIECTB/ICHAE NPOH3BOACTEA JekapeTBeHnbIx cpeaeTs Ne 00081-JIC ot 23 mMapTa 2018 roxa
3ai104eHAE 0 COOTBETCTBHH NIPOH3BOINTE. IS NEKAPCTBEeHHBIX CPEACTB AJIA MEAHNAHCKOro NpRMEHeHHs
Tpebosannsy Ipagnn Hajiexameii nponssoacTBennoii mpakTaxn Ne GMP-0067-000251/18 ot 29 mapra 2018 ¢

Ne| HanMeHOBaHHE TpeGoBanusa B COOTBETCTBHH C R ——
n/n moKa3aTens JITI-000028-111119 Y
Kpurepnit npuemnemoctn (AV) mma 10
Tabnerok < L1 %.
Kputepnit npuemnemoctn (AV) mms 30
6 OnHOpOAHOCTH TabneToK <L1 %; cofiepKaHue 20
' JO3HPOBAHHA JMEUCTRYIOIEr0  BEIIECTBA B  KaXIOH ?
TaGleTKE HOJLKHO OBITH He MeEHee ueM
{(1-L2 x 0,01) M u He 6onee gem (1 + L2 x
0,01y M.
O0mee yucno adpoOHEIX MEKPOOPraHH3MOB
(TAMC) — e Goree 10° KOE/r; Menee 50 KOE/r
Mukpo6uonoruie- | OGmee 9HMCIO APOXOKEBHIX M ILIECHEBBIX
7. cKasl YACTOTa rpubos (TYMC) — He Gonee 10 KOE/T; Meree 10 KOE/T
Escherichia coli - orcyTcTBHEB 1 T He o6HapyxeHO
unu Kateropus 3A.
0,
KomiiecTReHHOE Or 950 mo 1050 % werdopmuna .
8. FHAPOXJIOPMAZ OT KOJNMYECTBA, YKAa3aHHOTO 99,9 %
onpeneleHue HA ATHKETKE.
ITo 10 TabneTok B GmucTEp U3 MIEHKH
TMBXMIBOX o I'OCT 25250-88 nmu Ph.
Eur. u ¢omsru amomunnepoii no F'OCT Ilo 10 rabaerok B Gnuctep Uz mienky IIBX/
9. | Viaxosxa 745-2014 ymu TY 9570-001-63543701-11. IBOX u amomunueroii ¢poneru. Ilo 6
’ ITo 3 wim 6 6AHCTEPOB BMECTE € 6NHUCTEpOB BMECTE ¢ MHCTpYKUHe 1o
HMHCTPYKLMEH M0 IPHMEHEHHIO B MaUKy MPYMEHEHHIO B KAPTOHHYIO MauKy
kaprornyto o 'OCT 33781 wim apyroro
AHATOTHIHOTO Ka3eCTBa.
Ha Gnuctepe Ha pyccKoM A3BIKE YKA3aHO: TOProBoe
HaHMEHOBaHHE Npenapara, A03KPOBKa, JICKAPCTBCHHAA
q)opMa, HOMED CEpHH, JaTa HCTEYECHHA CPOKa FOAHOCTH,
noroTHi komMnanuu Tepa.
Ha xap'mm{oii MavKe Ha PYCCKOM A3BIKE YKa3aHO!
TOProBoe HauMeHoBaHne npenapara; MHH;
JiexapcTBeHHas (opMa; AO3HPOBKA; KONHICCTBO
TabneToK B YIaKoBKe, HAUMCHOBAHHE H COACPXKAHHE
JelicTRyIOlIETrO BelecTBa B 1 Tabnerke, crioco
npumMerenns «[[is npreMa BHYTpE.»; «[lokazauns u
10. | MapkupoBka B coorsercteun ¢ HJI PEsKHM JIO3UPOBAHKSA: CM. HECTPYKILHio.»; «He
APHMCHSATD MO HCTEYEHHH CPOKa rOAHOCTH.», .
«XPAHUTE B HEAOCTYITHOM JJ1A IETEX
MECTE!»; ycnoBrs XpaHEHHs; YCITOBHA OTYCKa,;
HOMEP PErUCTPALlHORHOI0 YAOCTOBEPEHUA, «Cepnx»
HOMED CEPHH, «l“oneﬂ ZO» JiaTa HCTCYCHHA CpoKa
TOAHOCTH, «l'IpousBo;(mem.:» HAaNMCHOBaHHE
[POU3BOANTESIA, CTPAHA; JOTOTHI KOMIaHHK TeBa;
«Vnaxonumx:» HauMEHOBAHHE NpECANPUATHA,
ocylecTamoWero $acoBKy/ynakoBKy H €ro apec,
IITPHX-KOM, 3aBOACKHE TEXHOIOTHYCCKUE KOXBI
11. | XpaneHue Ipu Temnepatype He Boime 25°C
12.| Cpok rogHocTH 3 roga
3axmouenue: MerdopmuH-Tepa TabneTky, MOKPHITHIE NeHO4YHOH o6osoukoit 1000 mr 160420
HAWMEHOBAHHE MPENapaTa, HoMep cepun SAP
coomeemcmeyem Tpebopanusam HJI JIT1-000028-111119.
coome'rcrnye'rlne COOTBETCTBYET HOMEpP HI[
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