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000 «Tena»

Poccwus, ipocaasckan 06a., r. Sipocnasas, ya. 1-n Texnonorvwaeckss, a. 20
teva JlHtensun 18 ocyiIecTBACKME TPOHIBOACTBA NeKapeTBennsix cpeacts Na 00081-JIC o7 23 mapTa 2018 rona
3aKAYEHNE 0 COOTBETCTBNH NPOHIBOANTENR SEKAPCTBLHNBIX CpeAcTs Ann MEAHUHHCKOrO NPHMCHEHHR
Tpebonannsm [pasua naniexawed npoussoncveennolt npaxTHxu M GMP-0067-000251/18 o1 29 mapTa 2018 1

TTACIIOPT Ne 457720

ot «13» Hosbpa 2020 T.
Toprosoc HauMeHOBaHHe
NleKapCTBEHHOrO npenapara, Amnonannu-Tesa, Tabnetxn, 5 Mr Ne30
nex. dopMa, I03HPOBKA

JICP-005772/10 ot 23.06.2010 (naTa BHeCeHAS HIMECHCHHH B

Howmep perncrpanuonHoro

FECTPALOHHOE YOCTOBEpEHHE 1eKAPCTBEHHOro mpernapara
YROSTOREpERRA ];;.03.2020 r) i i i e

[Tpox3apoaHTEN: (BCE CTAARH
TTPOH3BOJICTBA), B T.¥.
BBITYCKAIOLMI KORTPO/L KayecTBa

000 «Tesa», Poccus (150066, Apocnaeckas 06nacTs,
r. fipocnasns, yn. 1-1 Texuonornyeckas, a. 20)

Howmep cepun 1400920
Obvem cepHH 19 458 viiakoBOK
Jara npou3ssoacTsa 09.2020
Tonen no 09.2025
Cy6Geranuus/SAP ceput/ Amnomunuxa 6e3nnar/600499/
[lpown3BoanTens cyOcTaHUMH Ounxem Jlaboparopus Jinvuren, Mamma
Jata noctynnerus npobsi 14.10.2020
PexBH3UTH HOPMATHBHON
HIRTHL BOphaTHE JICP-005772/10-190320
NOKYMEHTalHH
Ne | HammeHoBawWe | p o .. s HILJICP-005772/10-190320 Pe3y/IbTaTh! HCOLITAHHIA
n/n MIOKA3aTeIIA ¥
Kpyrmsie Tabnetkn Gesoro usera. Onua Kpmy:w:ar:::m(:-euom f'?;;n:a
1. | Onacanue cTOpOHa Clerka BOFHYTa, C PHCKOH H g;' SkoHtAS llpu} 1a, Z‘ro i
rpagHpoBkofi AS. Jlpyraa cTOpoHa e r:::xa: c.uel:lca B{‘m mupo
rnagxasn, Cuerka BelmyKias. ' o ’
IMopHHBOCTE
Bpema yacpxHBaHuy OCHOBHOTO MHKR Ha Bpems yaepaUBaHUS OCHOBHOTO NKHKA KA
XpOMETOTPAMMC  HCMBITYEMOTO  PacTBOPA, XPOMETOIPAMME HCRLITYEMOTrO PacTeopa,
-aMJIOJUIIHUH NPUTOTORACHHOTO  ANA KOTHYECTBECHHOMNDO NPUrOTORACHHOIO 114 KOAWYCCTBEHHOIO
a onpeaciiedda,  LOJDKHO COOTBETCTBOBATL Onpeuc/ieH s, COOTBCTCTRYET BPEMEHH
BPCMCHH YACPXHBaHHA OCHOBHROTO NHKA Ha y.ncpmumun OCHOBHOrO NKKAa Ba
XpOMETOTpaMMe CTAHNSPTHOTO pactsopa. |~ XPOMATOrpaMe CTAHIAPTHOrO pACTBOPA. |
OcHOBHOC  NATIIO  H3  XPOMATOTPaMMe
HCNLITYENOrO pacrsopa Mo NONOXCHHIO, CRRIMSE TN N KPOMIIOI'PIINNC
2. cHBHOCTH oOkpackw B Yd-ceere W WUCNHTYEMOr0 PacTsopa 00 NONONKERHIO,
BEMHYHHC JOMKHO COOTBETCTROBATE se_':"mc;:ﬁmz [6'1' oc"H:Byﬂt;cm . Ha
OCHOBHOMY MATHY HA  XPOMaTOrpamMme ‘x Syt c'ry 4G :'m
CTAHAAPTHONO PAaCTBOPA _ i AT 4
. Bpems yaepXHBaHWN OCHOBHOFO NEKa Ha Bpems yaepHBaHHA OCHOBHOMO KA Ha
XPOMATOTPAMME  HCTIBITYEMOIO  pacrsopa XPOMETOIPAMMC NCTILITYEMOrO PACTBOPA
6eHsoncynb¢oaosaﬂ AOMKHO COOTBETCTBOBATE BPCMCHH COOTBETCTBYCT BPEMEHH YNCPHHBANHA
KHCIIOTa (633[{ nart- yaepxHeaHua OCHOBHOMO nHka Ha OCHOBHOIO IMHKA HA XPOMATOIPAMME
- DH) XpOMETOTpAMME  CTAHIAPTHONO  PacTBOPA | CTAHAAPTHOTO pacTsopa Gensoncymdorosoit
Gensoacynsonrosol KHCIOTH. KHCTIOTH.
He wemee 70 % (Q) ot
3agBNICHHOTO KOJHY
3. | PacrBopeHue ° TrecTea 97 %
aM/IOZANNIHHA NOJDKHO MEpeHTH B
pacTBop uepes 45 MHH.
4. | Bopa He 6onee 6,0 %. 3,5%
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000 «Tenan

Poccus, fipocaascxas oba., r. ipocaasab, ya. 1-9 Texnonoruyecxas, a. 20

tevc JIMuen3un Ha 0CYWIECTRNEHHE NPONIBOACTBS JexapcTeennbix cpeacts M 00081-1C ot 23 mapra 2018 reas
32KAHYENHE 0 COOTBETCTBHN NPONIBOAHTEAR AEKAPCTBENNBIX CpeACTE ANR MEANLHHCKOIO NPpHMEHEHHR

TpeGosannum Mpasua nanrexanieit npowssoacTeennolt npaxyuky Ne GMP-0067-000251/18 o7 29 mapra 2018 r

Ne BaHHe
s H;’L’;:’;:mm TpeGosarus HJI JICP-005772/10-190320 PesynbTaTe! HCTIBITANH
[Mpumecs D — we 6onee 1,0 %; 0,06 %
Eaunuunas  naeHTHHUMpOBaHHAA Mesee 0,05 %
npumech — He Gonee 0,3 %;
5 PoncTeeHHBIE = >
. JHUHHYHAA HEHACHTHQHUHPOBAHHAA
MPHMECH
P npumech — He Gonee 0,2 %, He oGHapyxeHo
Cymma npuMeceRt (KpoMe npHMecH M
enee 0,05 %
D) - ne Gonee 0,5 %. '
Kpurepuil npuemnesoctd (AV) ans
10 Tabnerox < L1 %, AV ana 30 tabnerox
6 OmHopoaHoOCTH <L} %, conepxanmc AcHCTBYIOWErO 27
’ JO3HPOBAHHS BEWECTRA B KakAO#K TabneTke nonwHo HLTE Y
ne mMenee 9eM (1~ L2 x 0,01) M u ne Gonee
yew (1+1L2 x0,01) M.
OGuwee qucno apobHAIX MHUKPOONTAHHIMOB
(FAMC) - we Gontee 100 KOE/r. Metiee 100 KOE/r
Ofbuwiee YHCAO NPONOKCBEIX H NACCHEBMX
pOﬁHDJIOI‘H‘-lCCK&ﬂ
7. Mux rpubos (TYMC) - He Goaee 10° KOE/ Menee 10 KOE/T
SHCTOTA Escherichia coli = utcytcrene s 1 1.
IR He o6Hapyxeno
Kareropus JA.
8 KonnauecTeenHoe Ot 95,0 o 105,0 % ot 3asBneHKoro 98.5 %
" | onpenenexme KONMYECTBA aMNOAHTIHHA 70
?1; ’OI“E'E ;;!:«&f::"m "3“::2;:'; Mo 10 TabneTok B GAHCTEP H3 ICHKH
9. | YnakoBka Ta6aerkn 5 Mr: o | uan 3 6AHCTEPa B NauKy [BXATOI W HONLIY LICHEHGENOR.
Y136
KapTOHHVIO BMECTE C HHCTpYkuHe# no RHGTOPR W IIFIXY KApTSOREYI0 BMECTS €
apmcnc‘"m_ RACTPYKLUEH MO MPHMEHEHHIO.
mﬂmm YXQIgeg: TOprosoe
BARMEHOPANHE TPENAPATR, IEXID dopua,
AOIHPOAKS, NOFOTHR KOMIAHWN Teas, WOMEP CEPRM, 2ATR
WETCHCHMA CPOA TOSROCTH.
nasagnonee apenspats, MHH, nexapcrecunas dopus,
BOOMPORIGE, XORMHECTRU TAGUIETOK A YNawDRxe, HAHNENOBIHNE
W conepumme NeRcTryI0MEre semecTes B TRBneTE, coOCOd
apaadencmnun «[lns npuesa BiyTpe. v, sTloKEIANIE W PERHN
ACIHPOBAMIA: CM. BECTPYXWAO.», kHe npmeenrms no
HETeweHnn cpoxa rogHocTw ., «XPAHUTD B
10. | MapkupoBka B cootercteuu ¢ HII, MEAOCTYIHOM VLA JIETEH MECTE!», yeaonna
XpaseHun, yeIoeus otnyces, «liporssoantens. »
TPONIBOAY . CTPANA, NOFOTHT KOMMBHMM
Teba, HOMEP PETNOTPALINOUNOND YAOCTOBEpeNA; «Cepuns
HOMED cepin, al0BEH 10N TS NCTEICHEA CHOKS MAROCTH,
WTPHX-KOA, MBOACKNE TEXHONOMMNEUKNE KOAM, HHBOPMLILE
AN MORATOPHATE ABIKEHKS TEXAPCTRERNMX MPENPITOs OT
MPOMIBOANTEAS 20 ROHEHOMD no‘rpe&lﬂ'c.lu. SHOLBOIASY
CPAACTRO RACHTHOWEKALDIN KOHTPOTL NN
MBCHTWHUEAUNONHLT INEK § BHAE ABYMEPHOUD TN XOBAMD
KO0/ W OTASMA0 KNHOPMALLMA B DRAE NERATHOTD NHTIEMOrO
rexcrs (o Tos ywcae OTIN w CH).

11. | Xpanenue [Tpu Temnepatype e Boime 25 °C.
| 12. | Cpok roHocTh 5 ner.
3akmouenne: Amioumun-Tesa Tabnerxn 5 Mr 1400920 coomgemcmeg)em

HABHMEHODAHHE NPENapaTa, HOMCD CepHM SAP  COOTBETCTRYET/HE COOTBETCTBYCT

PyxoBoauTrens

aHanuTHYeckol A8 i A L 13.11.2020
' g Doy, (nomiucs) (nata)
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