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JIHLeH NA Ha OCYLECTBACHHE
NPOWIBOACTBA NEKAPCTESHHLIX, CPEACTR
We-00540-JIC o1 27 siuBaps 2022 7,
Ccpmcbmcar COOTBETCTBHA )

\

-or 09 mapTa 2022 1.

HaumeroBaue npomyKLUHL:

" Cepns (naprma);

JlaTa BBITYCKa TPOAYKIHI:

: Tonen no:
KOHH‘:IGCTEO ynaKUBOK B CBPHH.

' PeructpanioHoe yRoCTOREpEHHC:
HopMaTHBRAS IOKYMEHTAUHS;

JlexapcTReHHBIH npendpar

100 M Ne 90» )

«JIO3APTAH, TabMeTKH, MOKPLITEIE MIER0YHOH 0boM0NK0H,

410922

09.00.2022 1.

{8.09.2025.1,

6572 ym.

JII1-003804 ot 22.08, 2016 T.

OCII JIII-00380.4-220816, naM, Ne 1,2, 3

%Ey

) -
No HaumenoBanue Tpeﬁonanuﬂ Hopma'mnﬂon “p e Iy
b o ” e3YJILTATLT HCTLITAHNH
nokasaTeqneH . AOKYMEHTALHH ‘ : D
1 2 3. . .4 '
1.. | Onucanye BHayaﬁsﬂmﬁ Jns fosviposxu 100 Mr: o
Tabnetkn 12,5 Mr — xpyrimle, | Tabnetsn KpPYTAEE, |
IBOSKOBLINYKITbIG - TAGIeTKH, | ABOSKOBBITYKIBIC, TIOKPEITEIG
MOKPBITEIE. TINEHOMHOM .0ofomovkod | rrenodnoit, o6omouxo KEJITOTO
Genoro usera. Ha nonepewnom |-upera, ¢ prckoit. Ha nonepewnom
paspese TabneTka GeNOro WY MOITH | paspese - BHAHH  JBa CIOH;
Gemoro meera. oL .| BRytpermuii crolf 6enoro uBera.
Tabnetkn 25 ™Mr. — Kpyrisle, :
IBOAKOBRIMYKIIEIE TabIeTHY, .
noxperTeie  THAEHOUHON ofonouxoli |
Gemoro . uBeta, ¢ puckod, Ha
’ . nongpedHoM  paspese  TabneTka
' 6emoro uiti IOTTH GemoTo NeeTa,
Tabmerinr - 50 Mr —  Kpyriile,
" ABOSIKOBEIITYKITEIE Tabnerky, ,
'NOKPMITEIE TUIEHOYHOH obonodkoi
Gemoro -meera, ¢ puckod, Ha
MonepedHOM  paspese  TabacTKa
Genoroe HITH N0YTH §ENoTo UBETA., |
. _ | Tabmetkw 100 Mr - . xpyrine,
| MBOAKOBEIMYKITEIE ~ Tabmetky,
' MOKpEITBIE TIEHOUHOA ofonoukoi
Xerroro uBeta, ¢ puckod. Ha
TIONepeyHoM  paspe3e BHAHBI JBa
CRO%, BHYTPEHHAH COH Genoro MiH |
) . noury 6exoro’ LpeTa. .
2. IMoxnHEHOCTE ‘BIAX - ‘ - . . NE
|- . ) Bpems  yHCPKUBAHMS  OCHOBHOTO ' Bpemsa™ ynep#usaHHg ~GCHOBHOTO
'HHKA Ha - xpOMaTorpamde; NMHKA ©, HR x omammg, el
| mcusrryemoro  pactsopa, HMOMKHO, ncnsrrycmoro /,,/ ‘<‘“ pamopg\;
COOTEETCTBOBATE BpeMEHH coomerc’myer/ { /—chmehﬁ
'YHOEpXMBaHMA OCHOBHOIO ITHKA HE ‘YJIepﬂ{PLBaHHE oc oxmoro THRa Ha\ :
XpomaTorpaMme CTRHAAPTHOTO xpﬂmaTOFpaM‘r\‘Jgil_ ] rﬁ/__ﬂapmb‘fo' H
. pacTBopA JIO3APTAHA KAIIMA: | pacTeopa. noaap-rana KaJIHs, =
13, [ Cpenminmaces | TO XL [3573Mr  NINA, v/
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B cooTBETCTBHH ¢ TpefoBAHUAMH

PactBopenue

.OOC 42 - 0003 =04
| Y& — C®, He.menee 80 % (Q) yepe3

45 MVH OT 3a#BJIEHHOTO KOIHMYECTBA,

100,18 %; 98,73 %; 102,54 %;

97,60 %; 101,39 %;-104,15 %

TTocroposnne
IpHMECH

v

BIXX

Tpumecs C - He Gonee.0, 3 %
eQMHITHOR,
HERAEHTHHHUMPOBAHHOH npumecu -
me Bonee 0,3 %0,

‘cymma npumeceit - e Bonee 1,0 %.

I'Ipnmecs C-0,18%

[MHUTHOH | ' :
j_HeM,ueH'rmpnuuponaHHoﬁ TpHMECH
~0,10%; . - -

MukpoGronoruye
CKad YHCTOTA

[ XI1I, xareropus 3A .
ObBwee uncno aapobusix Gaktepui —
re bonee 10008 1T .
OBuree umeno rpubos — He Gonee
1008 1r -

_cymMa npumecedi —0,28 Y. -

1,0-10's 11
Menee 1,0010'6 1 T
Orcy'rcmue

OHpPECAENICHHE

Konuuecrrensoe

OTcyTCTRHE Eschcnckua coliplr
BOXX
Or 11,56 po 1344 wmr (mas
HO3uPOBKH 12,5 M),

or 23,1 10 26,9 Mr (EnA NO3MPOBKH
25 Mr),

or46,25 no 53,75.Mr (,zma HZO3UPOBKH
.50 M), :

ot 92,5 10 107,5 mr (s nosnponxu
100 Mr) 103ApTAHA KATHA H3 PACUETa
Ha CpeAHIOK) Maccy OiHO# TabneTkH.

Tl NO3HPOBKK 100 Mri
100 85 Mr

4

Vnakopxa
1

Ilo 7 Talnetok B KOHTYPHYKO

‘AueliKOBYI0 YINAKOBKY M3 IUIEHKH

TIOIYBHHHITXROPUAHOH H
amoMHHYEeBoH GONErU.

2,34  KORTYpHRX  AuelfKoBEIX

YNaKoBOK BMECTE C HHCTPYKUUEH 110 |

NPUMEHEHHIO TOMEIIAIOT B MATKy K3 '
1

‘KapTona.

[lo 10 Tabnerox B KOHTYPHYIO
AYEHKOBYIO YNAKOBKY M3 " IIEHKY
nonununnnmopmnoa H
‘AIOMHHHEEOQH OB,
1,2,3,4,5,6,7,89,10

AuePKOBEIX YIAKOBOK BMCCTE C
m{c-rpyxuueu 00, FPHMEHEHHIO
IOMEIAIOT B 89Ky M3 KapToHa, -

KOBTYPHBIX.

Ilo 10 Tabnerox B KOHTYpHOH
AUEHKOBOH YNAKOBKE M3 MAEHKH
NOMHBHHUIXIOPHAHOH , H
aIOMUEMEBOH GOALTH. Lo

9 KOHTYPHEIX SYSHKOBEIX YTIAKOBOK
EMecTe C  MHCTpYKIuMelR 1O
NPHMEHEHHIO IOMEILICHO B natucy u3
KapToHa. -

MapxupoBka

-| 3H&K,  TOproBoe
| TexapCcTBEHHOLO

Hepsuunas ynaxoexa. Ha xourypHoit
auefikOBOM  YMAKOBKE  YKA3LIBAKT
HaUMEHOBAHME TpEANpRATHE-
TIpO3BOAMTENA M. ETO TOBAPHHIY
HauMeuoaaHne
npenapaTa  Ha
PYCCKOM  A3EIKE, JIEKAPCTEEHHYIO
dopMy, fOIMPOBKY, HOMED CepHH U
CPOK  FOJHOCTH (pa .ofopotHoit
CTOpOHE METOLOM ropsyero
NpeccoRaHA).

Bmopuynan yraxoska, Ha suxerxe
rpYNMNOEOH  YNAKOBKHM M Tadxe

[Tepauynan YRAKOBKA, Ha
KOHTYpHOH aueHKopO#l yIaKOBKE
yKa3ago HauMeHOBaHHE
NpENpUATHA-IPOHIBOAHTENA H EI0
TOBapHBIH 3HAK, TOProBoe
HAUMEHOBAHHE  JIEKAPCTBEHHOTO

‘TpenapaTa Ha pYCCKOM A3BRIKE,

NEKapCTHEHHAL (ioc)}m 5 AQRHpOBKa,

HOMED CEpHH H CpOEC/FGHHOtT \\ .

obopoTHoit cropone/_ gTo],
TOpA4Ero npccco?aﬂyfm)
Br}:opuunaz ynamaxurmm

IO

=)
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YKasHBatoT HAMMEHOBAHHE | YKA3aHO HAMMEHOBAHHE
TMPEANPHATHS-IPOU3BOAUTENS H €ro | IPEANPHATHA-TIPOUIBOLNTENA U €T0

' TOBapHEIH - 3HaK, TOPTOBOE | TOBAPHEIA 3HaK, TOPrOBOE:
| HaMMeHOBaHKE NEeKapCTBEHHOrO | HAMMEHOBAHHE  JICKAPCTBERHOTO

| mpenapara Ha pycckoM sf3eike, MHH, | npenapara na pycckom  s3biKe,

nexapcTBeHRYI0 Qopmy, mosmposky, | MHH, nexapctBeHHaz  dopma,

‘KOTHueeTBO TAlNEToK B OfHOH
nauke, «LIpHMEHATE O ‘Ha3HAYEHHUIO
Bpaqan; YCTIOBHS XpaHeHHs,
«XpanHTL B cht)crynﬂom s metei
MeCTE», HOMEP .PETHCTPALMOEHOro
YOOCTOBEPEHHA, HOMED CEPHH, JaTy
BBILYCKA, CPOK TOZHOCTH, &IPEC,

| Tensdon/paxc, NEKTPOHHBIA arpec

n [OYTY OpeanpHATHA-

NpOH3BOOHTEIA, MITPHXOBOH KOX,,

«Jlna ' npHEMA BHYTPE», YCIOBHA
ormycka, «He wucnomezoears 10

HCTeYeHNN CpOKa-  TONHOCTH,
| YKA3aHHOIO Ha YIaKoBKeY,
«ConmepyxHT TaKTO3Y»,

Ha, nauxe yxaselEarT Ha3saHHe H
COZSPKaHHE

Tak xe Ha mawky MOXKeT OBITh

HaHeceHa HHbOpMaIIA ns

MOHHTOPHHTE ¢, JBHMCHHA

NEKAPCTBEHHOTO  Ipermapata  OT-
TPOH3BOMMTENA A0  KOHEYHOIO

moTpeCHTEN - CpEAcTBa

ANEHTHOUKALTM, T

Ha atrxerre rpynnosoi YTIAKOBKH
JAOMOIIHUTENBEHO
KOJNHYECTBO [1a9€K,

‘ AEACTBYOIIETO -
" | BéwmecTBa B KAXKAOH TabneTre,

YKa35IBaroT -

oaHOH mauke, «[IpHMEHATE TO

' HA3HAYEHHMIO  Bpadayn,  YCHOBHA
KpaHeHHs,. «XpanruTE ‘B
HEAOCTYTIHOM ONA JeTeH Mecten,
HOMEDP " PerHCTpalHOKHOro

YIOCTOBEPEHHA, HOMEP CEPHH, aTa
BBITYCKA, CPOK TONHOCTH, aIpec,
Teneton/(axe, IMCKTPOHHLIA agpec:
H nogra TPCHNPHATHS-
TPOH3BOIMTENA, WITPHXOBOH KOA,
«/In9 npuema BRYTPBY, = YCIOBHA
.ornycka, «He wncrnomssosare mo
MCTCUEHMH  CDOKA  TONHOCTH,
YKA3aHHQIO Ha YTIAKOBKE®,
«ComepxuT NaKTo3y». R
Ha mauke ykasaHO HasmanMe W
CORCPHKAHHE OeHCTBYOWEro
‘BELISCTBA B KeKA0iH Talnerke,

InA  MOHMTOPHHTA  JBHIKEHHH

' Ha amixetke rpynmmoBoit ymaxkosxu
TOTIONHATEALHO YKa3aHo
KOMHYSCTRO. NaYek,

AO3HPOBKA, KOJTKHECTBO TabJeToK B |

Ha nauxe wapecena undopmawms -

JIEKADCTBEHHOTO  TIpeémapara OT
MPOM3BOANTENS 10  KOHCYHOIC
rotpebHTEMA | - — CpencTEa
WAeHTADHKAm, - s

10, | Xpanenne

B cyxom, samumennoM. oT ceeTa’
MECTe IPH TEMIIEPATYpe He Brime 25,

OC’ -

XpaHuTh B CyXOM, 3aIIHIIEHHOM OT
CBETa .MECTE IPH .TEMTICPATYpe He
BeIme 25 °C, ' :

T'omen mo 08.09.2025 .

[ 11. | Cpoxk rogspetH

. M R Lo
3axarovenne: nexapéraennsni npemapar «JIO3APTAH, Ta6neTky, UOKpHITHE MIEHOYHOM 0GOMOUKOH,

3roma

100 mr Ne 90» cepur 410922 coomaemcmeyem TpeGosannsy OCII JIT-003804-220816, nam. Ne 1, 2, 3.

" Hauasieuux OKK
JONXKHOCTE

AOO0 2022 . S oran

Aata/moANHCk




PEAEPAABHAA CAVMEA TI0 HAAIOPY

B CREPE ZAPABOONPAHEHMA

«CBefeHunA o0 BBOAE B rpaxgaHckmnm odbopoT B Poccnmnckon depepaymm
JleKapCTBEHHbIX CPeACTB MO COCTOAHMIO Ha 21.12.2022 14:59»

JlaTa BHeceHHsI B IIpousBoguTens Opranmsauus, Homep Howmep, nata
. CBefieHHsI 0 CTAHAX HopmatuBHast BBINYCTHBIIAS B
AHC ToproBoe HauMeHOBaHHE (BBIMYCKAO LN Crpana . cepHH, pasperneHus
MPOHU3BOJICTBA JIOKYMEHTaIHsI rpaK JaHCKHH
Poc3gpaBHanzopa KOHTPOJIb) MapTHH Ha HJIIT
obopor
Jlozapran-Kcanruc;
Ta0bJIETKH, TOKPBIThIE AKLMOHEpHOE AKIMOHEpHOe
IJIEHOUHOM 00010uKOM 50 obmectso "AJICH obmectBo "AJICH N N
18.10.2022 wir 10 1., ynakosxu ®apma” (A "AJICH Poccus ®apma” (AQ "AJICH JIC-002340-131021 AO "AJICH ®apma 410922
sIYEHKOBbIE KOHTYpHBIE (3), ®dapma") ®dapma"), Poccust
MayKH KapTOHHBIE/ ~
OO0mecTBo ¢
JIOBAPTAH; Tabnetku, OO0wmecTBO € .
N . OrPaHUUEHHOM
MOKPBITHIE TJICHOUHOM OrpaHUUEHHOM
o6ostoukoit 100 mr 10 mrT. OTBETCTBEHHOCTHIO OTBETCTBEHHOCTHIO 000
28.09.2022 JTIAKOBKH SUSTKOBbE "IIPAHADAPM" Poccus (gggHA(DAPM JITT-003804-110822 "TIPAHAGAPM" 410922
KOHTYpHBIE (9), mauku (000 N "
KapTOHHbIE/ ~ "ITIPAHAD®APM") TIPAHAGAPM"),
Poccus
JlosapTaH kanus;
AxnyoHepHoe AKIMOHEpHOe
cyOcTaHnus-noponok 1 mr. " N " .
(25 xr), maxeTs 00mecTBO " AKTHUBHBIN 00mecTBo "AKTHUBHBIN 3AO "AKTHBHBI
21.09.2022 » faxe Kowmmnonent" (AO Poccust Kowmmonent" (AO JICP-003153/10-050321 1410922

TOJIMO TUJIEHOBbBIE
nByxcionssle (1), 6apabanbl
KapTOHHbIC HABHMBHbIE/ ~

" AKTUBHBIN
Kowmrmonent")

" AKTUBHBI
Kowmrmonent"), Poccust

Kommnonent"
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