teva

000 «Tea»

Poccnsn, Slpocnasekas o6, r. fApocnasne, yu. 1-n Texnonornyeckad, a. 20

JInnensun Ha ocylecTB/ICHHE NPOH3BOICTBA JeKapeTBeHHbIX cpeacTs Ne 00081-JIC or 23 mapra 2018 reaa
3axsTI09eHne 0 COOTBCTCTEHH NPOM3BOHTENS JEKAPCTBEHHBIX CPEACTB A8 MEIHUMHCKOT0 NPAMEeHEeHuR
Tpebopanuam Mpapnn Hagaexaneii nponssoacTBeHHOMN npaxkTHkH Ne GMP-0067-000251/18 or 29 mapta 2018 r

Toprosoe HaUMEHOBaHHe
JIEKapCTBEHHOTO Npenapara,
nek. opma, 1O3UpOBKA

Homep perucrpauoHHoro

YIOCTOBEpEHHs

IlepruyHas/BTOpHYHAS
yrakoBKa/BEIMy CKalOmuii

ITACHOPT Ne 170/20
oT «28» ampensa 2020 r

1000 mr Ne60

Metrdopmnn-Tepa, TabneTKH, HOKPHITHE IIEHOYHOMH 0600UKOM,

11.11.20191)

JII1-000028 ot 09.11.2010 r (mara BHECEHHSsT H3MEHEHHH B
PETHCTPaLlHOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTO Mpernapara

000 «Tesa», Poccus (ApocnaBckas obnacts, r. SIpociasns,

yi1. 1-g TexHonoruueckas, 1. 20)

KOHTPOJIb KA4eCTBa

Howmep cepun 150420

O6beM cepuun 14 615 ymaxkoBok

Jata npousBoacTra 02.2020

T'ozen no 02.2023

SAP cepus Oanx/

P _ 2000015605/

MPOH3BOUTEND JIEKAPCTBEHHOMN

dopusr Tera Yemcxkue [peanpusatus c.p.o., Yemckas pecmybnuka

Jata noctynneHus mpoosi 20.04.2020

PexBu3uTH HOPMaTUBHOM

P JI1-000028-111119

JOKyMEHTalHH

Ne| HaumeHoBaHnue TpeGoBanus B COOTBETCTBHH ¢ PesyIbTaThi HCILITARMI

n/n NoKa3aTeaa JIII-000028-111119 y
Tadanerkn 1000 Mr: Genbre mim moutu Gensie | [JouTw Oejibie OBAIBHEIE JBOAKOBBITYKITBIE
OBAJILHbIC ABOAKOBBINYKIIBIE Taﬁﬂefm TablIeTKH, HOKPHITEIE ILIEHOUHOH
TIOKPBITHIE INIEHOTHOH °5°“°'““1“’ ¢ PHCKOH HA | oGonioukoii, ¢ pUcKOit Ha 06enx CTOpoHax, ¢

1. | Onucanne 00eHX CTOpOHAX, C TPABMDOBKOH «9» CHEBA OT | rapyopkoit «Oy clIeBa OT PHCKH M «3»
PHCKM H «3» cIipaBa OT PHCKH Ha OXHOM CTOpoHE CTIPaBa OT PHCKH Ha OIHOH CTOPOHE H «72»
H «72» cyieBa OT pHCKH H «14» cIpaBa OT PHCKH - p P P
S — CIIEBA OT PHCKU 1 «14» cripaBa OT pHCKH -

Ha JIpyToi

Bpems ynepxuBaHHA OCHOBHOrO muKa Ha | Bpems YAepKHUBAaHH OCHOBHOTO NHKa Ha
XpOMaTOrpaMMe HCIBITYEMOTO PacTBOpPA AOJDKHO XPOMATOrpaMMe HCIEITYEMOro pacTEopa
COOTBETCTROBATS ~ BPEMCHH  YACPKHBAHHIO | .\ 1percrByeT BpeMEHH YACpPKHBAHUA
OCHOBNOr MK M2 - XPOMATOTPAMME | . OBHOrO MHKA Ha XPOMATOrPAMME
CTaHAapTHOTO pacTBopa MeTdopMHHa p P
ruapoxnopuaa  (pasgen  «Kommectremnoe | CTAHAAPTHOrO pacTBOpa METGOpMUHA

2. | HogmMHHOCTE OTPEIENCHHEY) TMAPOXJIOpHAA
Wudpaxpacheiif cnexrp nemmtyemoro obpasua | HugpakpacHslii CEKTP HCBITYEMOTO
IO MONOXKEHHIO IIOJOC TMOIJMOLNEHHA TOJDKEH oﬁpasua 0 TOJIOXKEHHEQ T10;I0C IOTNIOIEHHA
COOTBETCTBOBATH CIEKTPY CTAHAAPTHOIO obpasna COOTBETCTBYET CIIEKTPY CTAHAAPTHOTO
MeTGOpMHHA MHAPOXI0pHAa. o6pazia MeThoOpMIHA FHAPOXIOPHIA
JaeT XapakTepHYIO peakuMIo Ha XTOPHABL. JaeT xapakTepHy0 peakLHIO Ha XJIOpHABI
He wMenee 75 % (Q) w™erdopmuna

3. | PactBopeHue TH/IPOXJIOPHZA NODKHO TEPEHTH B PacTBOp 101 %
yepes 20 MuH.

AQHOTYaHMANH (JMLMAHOUAMHA) — He

Lnarory ?M (A ) He o6napyxeno

4 PoncTeeHHBIE Gonee 0,02 %;

| npuMecH Jliobas apyras npumecs — He Gonee 0,1 %; He obnapyxeno

CymMMa nipuMeceii — ve 6onee 0,3 %. He o6Hapy:xeHo

5. | Boga He 6Gonee 3,5 % 1,0 %
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000 «Terar»

Poccus, SIpocaasckas 06a., r. Ipociasasb, ya. 1-a Texnoaornyeckas, a. 20
teva JInneH3una Ba ocymecTRIeHNE MPOH3BOACTEA JAeKapeTBeHHbIX cpeacTs Ne 00081-JIC or 23 mapTa 2018 roaa
3aka0ueHne 0 COOTBETCTBHH NPOU3BOANTENA JEKAPCTBEHHBIX CPEXCTE [l MEAHIHHCKOr0 NPHMEHEH s
TpeGorannum lpasun Hapaexameil nponssoacreeHnoii mpakrukn Ne GMP-0067-000251/18 or 29 maprta 2018 r

Ne| HaumeHoBanue TpeGoBaHuA B COOTBETCTBHH €
n/n NoKa3aTes JIII-000028-111119
Kpurepuit npwemnemoctn (AV) mia 10
Tabmerok <L1 %.

Kputepmit npuemmemoctu (AV) ama 30

PesyabTaThl uenbITAHMI

6 OnHOpOAHOCTE TabneTok <L1 %; comepxaHmue 28
" | Jo3mpoBaHUA JCHCTBYIOIIETO  BELIECTBE B KAXIOH ’
Tabnerke MOMKHO OBITE HE MeHEE YeM
(1-L2 x 0,01) M u He Gonee yeM (1 + L2 x
0,0)M.
Obuiee 4HCNO a3poGHBIX MEKPOOPraHH3MOB
(TAMC) — e 6onee 10° KOE/r; Metee 50 KOE/T
Muxpobuonorude- | Obmee [UMCIO APOACKEBBIX M TIIECHEBHIX
% CKas YHUCTOTa rpubos (TYMC) — ne 6onee 10 KOE; Menee 10 KOE/r
Escherichia coli - orcytctBue B 1 T He o6napyxeno
win Kareropus 3A.
0,
g, | Komriectsentoe ?.:;1 03015’(()) o OTII(:g;I(:rIquBa,Me;?BOaI::::: 98,7 %
" | onpenencHue P P Y AT

Ha 3THKETKE,

ITo 10 TaGmeTok B GnUCTEp U3 INEHKH
IBXAIBAX no I'OCT 25250-88 umu Ph.

Eur. u tonsru amomuanesoi no I'OCT ITo 10 Tabnerok B 6nuctep n3 miexku [IBX/
745-2014 unu TY 9570-001-63543701-11. TIBJIX u amomuuneroii dponeru. Ilo 6

9. | YnakoBka L .
ITo 3 unu 6 GUCTEpOR BMECTE C OJICTepOB BMECTe ¢ HHCTPYKIMEH 1o
HHCTPYKUHMEN 0 IPHMEHEHHIO B NIaYKy NPYMEHEHHIO B KAPTOHHYIO NavKy

kapTorHyio o OCT 33781 unm apyroro
AHAJIOTHIHOTO KaueCTRa.

Ha GnucTtepe Ha pycCKOM A3BIKE YKa33HO. TOProBoe
HauMEHOBaHHE Npenapara, NO3MPOBKa, JeKapCTBeHHas!
GopMa, HoMep CepHH, /1aTa HCTEYEHNA CPoka NOAHOCTH,
sioroTan kommnanug Tesa.

Ha xapToHHO¥ ma9yke Ha pYCCKOM A3bIKE YKA3aHO:
TOpProBo¢ HanMeHOBaHWe npenapata; MHH;
JekapcTBeHHas GopMa; JO3HPOBKA; KONHIECTBO
TabJIeTOK B YNIAKOBKe; HAUMCHOBAHHE H COCPXKAHUE
neiicTytolero Bemectsa B | Tabnetke, cnoco6
npuMeHenus « /{11 npueMa BHYTpS.»; «Ilokasanus u
10. | Mapxupogka B cootBercTBun ¢ HJ{ PeuM Z03MPOBAHHA: CM. HHCTPYKIHIO.»; «He
MPUMEHATH [0 HCTEYECHHH CPOKA TOXHOCTH.Y,
«XPAHMTB B HEJIOCTYIIHOM JIJLst AETEH
MECTE!»; ycnosus XpaHeHHUS, YCI0BHA OTIYCKA,
HOMED PerHCTPalHOHHOTO YAOCTOBEpEHUS; «Cepisy
HoMep cepun; « 0fieH 10» AaTa HCTEUEHHS CPOka
roguocty; «I[IpoussoauTens:» HaHMEHOBaHHE
POU3BOANTE LA, CTPANa; JTOrOTHII koMnanuu Tesa,
«YIaKoBIUMK:» HAUMEHOBANHE TPENPHATHS,
OCYIECTRAAOLIETO (hacOBKY/yNIaKOBKY U €10 alpec,
IITPUX-KOJ, 3aBOACKHE TEXHOIOTHUECKHE KO

11. | XpaHeHue ITpu TeMneparype He Beime 25°C

12. | Cpok rogHoCTH 3 roga

3akmouenne: Methopmun-Tepa TabneTKH, NOKPHITHIE IIEHOUHOM 06o0ukoif 1000 Mr 150420
HaHMEHOBAHME TIPEnapaTa, HoMep cepnu SAP

coomgemcmeyem TpedoBanuam HJ1 JI[1-000028-111119.
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