(9) 10866/111-21 r.banalumxa, MMKpopa ox CanTbiKOBKa,

300004, r. Tyna,
Topxosckuit mpoess, 4. 10

HocoBUXHHCKOE Wocce, BnaaeHdne 253, 1 ataw, nomelyenue NO1 000 "ApxuMen"

Tuuckang Ne 00281-JIC ot 29 mas 2017 r. (abuzana Mwnucrep-
CTBOM MPOMBILLIEHHOCTH 1 TOproBny Poceufickoli Genepauin)

Ten./paxc: (4872) 41-04-73

000 “TYJbCKASI PAPMALEBTUYECKAS ®ABPHKA” |

HaumeHoBaHHe NEKapCTBEHHOrO npenapara

PerucTpaunoHHbIH HOMEP

Cepus

Komuectso

JaTa npou3BoacTea
Cpok rogHocTH

HopmaTusHbil [OKYMEHT

TTACIIOPT Ne 808

ot «07» centabpa 2021 r

Xnoprekcuanra GHrII0KOHAT, PACTBOP AN MECTHOrO H

napysHoro npumenenus 0,05%, 100 ma

JII-001347
250821
87352 ¢a.
20.08.2021 r
o 08.23

JITT 001347-121211, mam. Ne 1 ot 13.06.18, wam. Ne 2 otr

15.05.19, nam. Ne 3 ot 23.06.20

HaumeHOBaRAE NO-
Kasaresell kave-
CTBA N0 HOPMATHB-
HOMY JOKYMERTY

TpeGoBanHA K KAYECTBY
N0 HOPMATHBHOMY I10KYMERTY

PesyAbTaThl ACOBTARRH

IMOKOHOBAA KHCIOTa

- VnaptpaduoneToBsifl CrexTp MOrJOWENHA pacTsopa B
o6nactu ot 220 no 320 HM AOMKEH MMETh MAKCHMYMbI
npu (231£2) uM u (253+2) WM ¥ MHHHMYM TIPH (242+2)
HM.

- KavectBeHHas peakuus ¢ pactsopom Memw (II) cynsda-
ta. JonxHo HabmOAaTHCA OKpALIMBAHHE PACTBOPE B CBET-
no-romyGo#t uBeT W 0BpasoBaHue CBETNO-CHPEHEBOrO X0~
MBEBHAHONO OCalKa.

. KauecTseHHas peakuus ¢ pactsopom xenesa (IIT) xro-
puna. JdonxHo HalTIOAATRCA OKpaUIHBAHHE PAcTBOpa B
KenThifl UBET.

Qnucanue BecuseTHas MpO3pasHas WAW cjerka onalecunpywowas | BecupeTHas Mpo3paiHas KHAKOCTE bes
wuakocTk 6e3 3anaxa. lanaxa.

[MouIMHHOCTE

- XJIOpreKCHAUH Vd-cnektpohoTOMETPHYECKH I

VasTpadmoneTorsifi CEKTp MOriome-
Hus pacTeopa B ofnacTk ot 220 no 320
HM HMEEeT MakCUMyMbl TpH 231 HM H
255 HM ¥ MUHMMYM OpH 241 HM,
HabmopaeTcs OKpalIHBAHHE PacTBOpa
B cetno-ronyGolt user W o6palosanKe
CBET/IO-CHPEHEBOIO  XJIOTBEBHIHOIO
ocanxa.

HamonaeTcs OkpalWBaHWE pacTBOpa
B KENTHIA LUBET.

HHCTOTA

O®C.1.2.4.0002.15,
Kateropus 2

[Ipo3pauHoCcTR Tlpenapar Z0AXeH GbITh MPOIPAYHLIM. TNpenapar Npo3payHbIR.
pH O135,5007,0 6,0
MocTopornue npuMeck | He Gonee 0,001 % Menee 0,001 %
;4-x.nggamg!
0, MUMOTO B coorerctauu ¢ Tpebosanuamu @ XIII,
Lynaxosky O®C.1.4.2.0007.15 101 ma
Mukpobuonoruaeckas | B cooTserctauy ¢ TpeboBaHHAMHU o XIII, CootseTcTBYET TpeGOBAHHM

Ot 0,00045 1o 0,00055 r 8 | Mn

0,00049 r/mn

Mo 100 mn npenapata BO (akoHB! OPAHAKEBOro CTEKNA C
sunToBOM ropnosuHot no OCT 64-2-82-85 wiu no TY
9461-002-14552200-2008, wunu no TY 9461-006-
05766126-2006, YKynopeHHbIe MONHITHACHOBBIMU NPoG-
xamu Tdma 3.1, 3.2 no OCT 64-2-87-81 wnu tina 3.1, 3.2,
TIB-12, MINB-13 no TY 9467-001-34894993-2002 win
tuna [B-12, 3.2 A-2 no TY BY 790370122.001-2007 u
HABHHYHBACMBbIMY Kpbliukamu Tuna 1.1-20 no OCT 64-2-
87-81, win no TY 9467-001-34894993-2002 unu mo TY
BY 790370122.001-2007. ITo 80 u 100 mn mpenapaTa 8O
(nakoHsl MOMHMEpPHBIE C HACANKAMH-KANETLHHUAMH H
KPHIIDKAMH HABHHUMBAEMbLIMH H3 NOJMMEPHBIX MaTepHa-
noe mo TY 9398-001-52890925-2007, TY 9467-002-
68140089-2010. Ha xkaxawlit (pnakoH HAKICHBAIOT ITH-
keTky W3 Gymaru rnucueit no FOCT 18510-87 wau 3THKE-

Mo 100 mn Bo dnaKOHBI MONTHMEPHBIC C
HACANKAMM-KAMe/IbHULIAMH M KpblIIKa-
MH HABHRYHBACMBIMH H3 MOJHMEPHEIX
marepuaios no TY  9398-001-
52890925-2007.Ha kakmeift  duiakoH
Hak/leeHa CaMOKJIEAIAACA ITHKETKa N0
TY 9572-001-40301473-08.DnakoHs!
BMECTE C DaBHBIM KONMYECTBOM HH-
CTPYKLMft 0 MPUMEHEHHIO YK/IaIbIBa-
10TCA B TPYNNOBYIO YNAKOBKY.




nomelleHne N21 000 "ApxuMen”

(9 10866/111-2 B WP SRR 8 A SRR A Sl
no TY 9572-001-40301473-08. Kawasifi ¢nakon ¢ uH-
CTPYKUHKER MO MPUMEHEHHIO MOMEILAIOT B MaHKy ro OoCT
64-071-89 3 Kkaprosa kopoGouoro anA notpeGuTend-
ckoft Tapet o FOCT 7933-89 WK W3 KapTOHa XpoM-3p3all
mo TY 13-0281020-97-90. JomyckaeTca yknaaka ¢aako-
HOB BMECTE C PaBHLIM KONHYECTBOM MHCTPYKUHH 1O NpH-
| MEHEHWIO B FPYMNNOBYI0 YNakoBKy. [pynnosas ynakoska u
i TpascnopTHas Tapa B cootserctaun ¢ FOCT 17768-90.
‘ MapkupoBka Ha 3TukeTKe (/IaKOHA YKaiblBAlOT HaMMeHOBaHHe npow3- | Ha stukeTke gnakoHa Ge3 BOXEHHA B
l BOOMTENS JNEKAPCTBEHHOrO Mpenapara, navky yKasblBalOT HAHMEHOBAHHME ITPO-
? Te/hake, TOBAPHLIA 3HAK, TOProBOE HAMMEHOBAHHME Jie- | HIBOAMTENA NEKADCTBCHHOrO mpenapa-
| KAPCTBEHHOrO Mpenaparta, HOMEP CEPHM, JaTy MCTeueHus | Ta, ero agpec, Ten/gakc, ToBapHLIH
i ? CPOKA FOIHOCTH, NEKAPCTBEHHYIO GOPMY, KOHUSHTPALWIO, | 3HaK, TOProBOe HAUMEHOBBHWE JleKap-
! o0beM mpenapaTa B MWUIWIWATPAX, YCAOBMA XPBHEHHH, | CTBEHHOIO Npenapara, MEXAyHapoaHoe
§ «XpaHWTs B HepocTynHoM Ins metedt mecten .Ha nauke | HEnaTeHTOBAHHOE HAUMEHOBAHME, HO-
‘ YKa3biBAKOT HAWMEHOBAHHE NPOM3BOIMTENS NEKAPCTBCH- | MEp CEPHHM, HOMEP PETHCTPAIHOHHOrO
i 5 HOTO, Mpenapata, ero anpec, Tei/akc, TOBapHBIH 3HaK, | YAOCTOBEpEHUA, AaTy MCTEYEHHA CpoKa
" TOProBO€ HAaWMEHOBAHWE JIEKAPCTBEHHOrO, fpernapate, | FOAMOCTH, JIEKapcTBEHHYI  (opmy,
i MeXTyHapOIHOe HEeNaTeHTOBaHHOE HAHMEHOBAHHE, HOMep | KOHueHTpaunio, «Cnocof npuMeHeHus:
CEPHH, HOMEP DErHCTPALMOHHOTO YJAOCTOBEpEHHS, ATy | CM. HHCTPYKUMIO NO MPHMEHEHMION,
HCTEYEeHHA CPOKA FOJHOCTH, IEKAPCTBEHHYIO popmy, koH- | ofkeM npenapara B MWITWIHTPAX,
ueHTpaumio, «Cnocol MpHMEHEHHA; CM. HHCTPYKLMIO MO | YC/OBHA OTMYCKa, YCIOBHA XpaHEHH,
; npuMeHeHHIo», o0beM npenapara B MHUTHANTPAX, ycno- | «XpaHuTh B HEOCTYMHOM AN neTeH
: BHSA OTIMYCKA, YC/IOBHA XPaHEHHA, «XPAHHTh B HENOCTYN- | MecTe», WITPHX-KOA. HaHeceHsl KoH-
} HOM ana perelt Mecte», WTPHUX-KOHL. J{OMONHHTENLHO A0- | TPONbHbIE HAEHTH(HKALIHORHLIE 3HAKH,
i’ MYCKAETCA HAHECEHME KOHTPONBHBIX MAEHTHHHKAUNOH-
t HEIX 3HAKOB WM APYrHx cpeacts uacHtudwmkauwu, Ha
arukeTke ¢nakona 63 BNOKEHHA B MAYKY YKAILIBAIOT
HAMMEHOBAHHE MPOHIBOLHTENS JIEKAPCTBEHHOrO Npenapa-
! T4, ero agpec, Ten/akc, TOBApPHBI 3HAK, TOpPropoe
| HAWMEHOBAHUE JIEKAPCTBEHHOID [penaparta,
' PONHOE HEMATCHTOBAHHOE HAMMEHOBAHME, HOMEP CEpHH,
HOMEp PerHcTpalMOHHOrQ YAOCTOBEPEHHA, NATY HCTewe-
HHA CpPOKa TOIHOCTH, NEKAPCTBEHHYHO (OpMY, KOHLEH-
Tpaumto, «Cnoco6 mNpHMEHeHHA: CM. HHCTPYKLUHIO MO
npuMeHeRwion, ofbeM npenapata B MWUIHAHTPAX, yCao-
BHA OTMYCKA, YCIOBHA XpaHeHMA, «XpaHUTL B HEAOCTYMN-
HOM Jsia feTelt mectey, WTpUX-KoA.. JonoaHATensHO A0~
IMCKAETCA HAHECCHME KOHTPONbHbIX HIACHTHPHKAUHOH=
HBIX 3HAKOB WIH APYTHX CPEACTB HACHTHU(DHKALHH,
XpaHeHue B 3amuineHHOM OT CBeTa MECTe MPH TEMTEpaType He Bul- | B jaluuiieHHOM OT CBETa MeCTe MpH
i we 25°C. TeMneparype e sbime 25°C.
i | CPOK TOIHOCTH 2 roga 2 roga
]

3AK/INOYEHHUE: JlekapcTBeHHslit npena
Horo npumenerius 0,05 %», 100 mn, ce :

Ne | oT 13.06.18, wam. Ne 2 ot 15.05.

YnonHoMO4YeHHOE K Lo

LQEFEKCHD.HHH GHIIIOKOHAT, PACTBOP 18 MECTHOrO H Hapyx(-

Jlapuonos 1.10.




(9) 10866/111-21 r.Banawuxa, MuKpopaioH CanTeikoBKa, HocoBUXMHCKOe Wocce, BnageHue 253, 1 aTam, nomelyeHue No1 000 "ApxuMen" .

00O «Tynbckas dapmauesTHueckas habpuxar
300004, Poccus, r. Tyna, Topxosckuit npoeaz, a. 10
OTHEJ OBECTIEYEHHM S KAUECTBA

Paspeiesne ua peannzannio rotosoi nponykuun Ne 569

ot 07.09.2021 r

HaumeHoBaHHe nekapcTBeHHoro cpeacTaa

XJ10preKCHANHA GUrIIoKOHaT

MexIyHaponHoe HellaTeHTOBaHHOE Xnoprekcuaun
HaHMeHOBaHHUe (rpyNNHPOBOYHOE HITH

XHMHUYECKOE)

Homep perucTpaunoHHOro yocToBEpeHHs JIT1-001347

Hopmarusneiil nokymeHt

JIT001347-121211, uam. Ne | ot 13.06.18,
H3M. Ne 2 o1 15.05.19, u3m. Ne 3 ot 23.06.20

JlekapcTeenHas hopma

PacTBOp U1 MECTHOIO H HADYXHOT'O NMPUMEHEHHA

Ho3uposka

0,05 %

@opma BBIMycka

[To 100 M5 BO dnakoHs! NoAMMEpPHBIE ¢ HACATKAMH-
KanelbHHUAMH W KPbILUKAMH HABMHYHBAEMBIMH M3
MO/THMEPHBIX MATEPHATOB.

Ha kaxaei#t ¢nakow wakneena camokiesiascs
3TUKETKa.

PnakoHbl BMECTE ¢ paBHBIM KONHYECTBOM
HHCTPYKUHH 110 MPHMEHEHHIO YKITa/IbIBAIOTCH B

rPYNIIOBYIO YNAKOBKY.

Homep cepuu 250821
_Jata npoussozctea 20.08.2021 r

JlaTa OKOH4YaHHS CPOKa rOAHOCTH no 08.23

Ob6neM cepuu 87 352 ¢n.

TNacropr OKK OO0 «Tynsckas Ne 808 ot 07.09.2021
_dapmauesTHuyeckas dabpuka

Crpana-umnoprep Poccuiickan ®eneparmsa

JIuen3us Ha ocylecTBNeHUe NPOH3BOACTRA Ne 00281-JIC ot 29 mas 2017 r.

JICKAPCTBEHHBLIX CPeCTB

HaumeHoBanue u anpec npoussonHTens
(Bce cTaanm)

300004, Poccus, Tynsckas o6nacts, r. Tyna,
Topxosckuit npoess, a. 10

HaumenoBanue u anpec nepxkarens
PETHCTPAUHOHHOIO YAOCTOBEPEHHS

000 «Tynsckas papmanesTuyeckas habpukan
300004, Poccus, r. Tyna, Topxosckuit npoesy,
a. 10

HononuurensHas uHpopmauus

HacToswmm 8 NoATBEp* 1810, 4TO NPHBEAEHHASA BLILIE HHQOPMALIMA ABAAETCA nocropepHolt H TouHOH. 3Ta cepus

fiva

MONCTBEHHOMN

[ EBEHHLIA Npenapar paspetuen k peanulaunu

p nyxmm NpoM3BeAcHa (BKMOYAA YMAKOBKY H (WIM) MApKMPOBKY H KOHTPO/TE Ka49€CTBAa) HAa BhIMIEYKA3aHHOM
AR u;-'\; BOACTBEHHOA Tutomanke (TUIomIagKax) B NOAHOM COOTBETCTBHH € tpebopannamy «[lpasun Hagpexameit

PAKTUKHY, @ Takwe B COOTBETCTBMH CO CMeUH(QHKALMAMH, CONCPKAUIAMHUCH B
UHOHHOM JI0Che. 3alMcH NO MPOM3BOACTBY, YNAKOBKE M aHANK3Y MPOBEPEHBl H YCTAHOBIEHO MX

heTR BHe Tpebosannsm «[Ipasun Hannexamel MPOHIBOACTBEHHON MpakTHKHY.

FIOMOYEHHOE Lo
«Tynbckas dapmauesTHueckas

—Q-::_..._
Moammcs ©.H.0.




