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JIulieH3MA Ha OCYIISCTBISHUE MPOH3BOACTRA
JIEKapCTBEHHBIX CPEJICTB
Ne 00540 — JIC ot 27 smsaps 2022 1.

HaumeHOBaHHE NPOLYKLHH:

Homep cepun:

Jara BBITTycKa MPOJYKLHH:

lopen no:

KonH4ecTBO YNakoBOK B CEpPHH:
PerucrpaliioHHOE YIOCTOBEPEHHE:
HopMaTrBHas JOKyMEHTaLMA:

IMACIIOPT Ne 1710

ATOPBACTATHH, raGneTkH, NOKpbIThIe IEHOTHOH 060n049KOH,

20 mr Ne 30

60222

26.02.2022 r.

25.02.2025 r.

34 752 yn.

JII1-004789 or 11.04.2018 r.

HJI JITI-004789-110418, n3am, Ne 1.

No Haumenosanue TpeboBaHKAs HOPMATHBHOH P
o €3yNbTATHl UCTIBITAHHHA
NoKasaTeneH JOKYMEHTalHH

1 2 3 4

1. | Onucanue BrsyansHeiit
Kpyrmsie, ABOAKOBBIMYKJBle  TaGneTkd, | Kpyrmble, aBoskoBmIMyKibie TabneTkH,
MOKpeITEle TeHoYHOR ofomoukoif Gemoro | MoKpeiThle IeHOYHOH obonouxo# Genoro
ueeta, Ha nomepedHoM pa3spese sapo | useta. Ha nomepewHoM paspese AAPO
Genoro wiu mouTH 6enoro usera. Tabmerky | Genoro usera. TabneTkH HMEIOT PHCKY.

20 Mr UIMEIOT PHCKY.

2. | TlonauHHOCTE BOXX: Bpems ynepxusarua ocHosHoro | BOXKX: Bpems ynepxHBaHHS OCHOBHOTO
MHKa Ha XpOMaTOrpaMMe HCIBITYeMOTO | IIHKA Ha XpOMAarorpamMme HCITBITYEMOro
pacTBOpa LOMKHO COOTBETCTBOBATH | pacTBOpa COOTBETCTBYET BPEMEHH
BPEMEHH YIepKHBAHHA OCHOBHOTO NWKA Ha | yNepHBAHWA  OCHOBHOTO NHKa  Ha
XpOMAaTOrpaMMe CTAHAAPTHOTO PACTBOPA | XPOMATOTpaMMe CTAHAAPTHOTO pacTsopa
aTOpBACTATHHA KaJBLMA. 4TOPBACTATHHA KAJIbIIUA

3. | Pacteopenue Cpennee snagenne Q — 84,29 %

I'e XIII 3navenne Q kaxnol eaunuus! JIC:
Yo-Co 74,95 %; 73,17 %; 82,34 %;
He meree 75 % (Q) aropsacratuna | 80,25 %; 75,62 %; 79,32 %;
(C33HasFN;0s) wepes 30 Mun 90,66 %; 92,41 %; 84,56 %;
89,31 %; 95,04 %, 93,88 %.
4, | PomcTBeHHEIe IPHMECH BOXX

JTro6oit enMHHYHOM pUMecH — He Gonee

0,5 %; 0,34 %
cymma npumMecedt - He Gonee 2,0 %. 0,54 %
5. | OnHopoaHocTs e XIII i
JO3HPOBAHKA BIOXX AV=822%
6. | Muxpobuonorudeckas I'd XIII,kat. 3A
9HCTOTA O6mee 9HcI0 adpobHEIX GakTepuii — He
Ganee 10°KOEB 1 T Menee 1,0-10' KOE/r
O6mee yncno rpubos — He Gonee 102 KOE B | Mewee 1,0:10' KOE/r
Ir OtcyTtereyer
Orcytcrere Escherichiacolis 1 r
7. | Konv4ecTrenHoe BOXX
ompeneneHHe or 18,5 mo 21,5 mr (s nozuposku 20 mr), | 20,62 Mr
atopsactathHa (Ca3HisFN20s) B TabureTke.
8. | Ynakorka [To 7 TabneTok B KOHTYPHYIO A49e¢HKOBYIO

YNakoBKY M3 TUIGHKH ITOJTHBHHIIDXIIODHIHOH
H aTFOMHHAEBOHR Qonbru.

1, 2, 3, 4 KOHTYPHBIX AYEHKOBBIX YNAKOBOK
BMECTe C HHCTPYKOHEH [0 NPHUMEHCHHIO
MOMEILIAOT B NauKy M3 KAPTOHA.

ITo 10 TabneTok B KOHTYPHYIO A4e¢HKOBYH
YNaKOBKY M3 [UICHKH TIONMBHHUIXJIOPHAHOH
H &IOMHHAEBOH GOJIBIH.

1, 2, 3, 4, 5 KOHTYPHBIX S4EHKOBBIX

ITo 10 Tabnetok B KOHTYpHOH sHelkoBo

yIaKOBKe 3 TUTEHKH
TOMHBHHAIDUIOPHIHONR | | AMIOMUHHEBOK
donbru. 2

3  KoHTypHBIe HHeHKOBEE  YNAKOBKH

BMECTe C HHCTPYKIMEH J10° MPUMEHSHWIO
NOMENIEHB! B HAYKY M3 KapTOHA.

Crp. 132
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JIxueH3Iua Ha OCYILIECTBAEHHME [IPOM3BO/ICTBA
NeKapCTBEHHBIX CPEACTB
Ne 00540 — JIC ot 27 anBaps 2022 T.

YMAKOBOK BMECTE C MHCTpYKuMe# 1o
MPUMEHEHHIO TNOMEMAKT B [AYKy M3
KapTOHA.

9, | MapkHpoBka

Ilepsuunan  ynakoexa. Ha KOHTYpHOH
AueHKoBOH YIAKOBKE YKa3bIRAOT
HAaMMeHOBAHHE npeanpuATHS-
NpOM3BOAMTENA H Ero TOBApHBIA 3HAK,
TOProBO¢ HAMMEHOBAHME JIEKAPCTBEHHOIO
mpenapara Ha pYycCcKOM A3BIKE,
JeKAPCTBEHHYI0 (opMy, AO3MPOBKY, HOMEp
cepud M cpox ronHocTH (Ha 06opoTHOM
CTOPOHE METOZOM FOPAYEro MPeccoBAHNA).

Bmopuunaa  ynaxoexa. Ha  3THKETKe
rpynnoBofi yNakoBKH M MAYKe YKa3biBAIOT
HaMMEHOBAHHE [pennpUaTHs-
OpOM3BOJHTENS H  €ro TOBapHBIA 3HAK,
TOpProBO€ HAMMEHOBAHME JIEKAPCTBEHHOIO
npemapata Ha pycckoM sseike, MHH,
JieKapCTBEHHYIO tdopmy, JIO3UPOBKY,
komaectBo TabseTok B OAHOH madke,
«[IpEMeHATE NO HA3HAYEHHMIO Bpauay,
YCNOBHS XpaHEeHHS, «XpaHUTh B
HeIOCTYNHOM A/s HeTell MecTe», HOMeEP
PErHCTPALIMOHHOTO YAOCTOBEPEHHA, HOMEP
cepu, JaTy BBINYCKAa, CPOK TOAHOCTH,
anpec, Tenedon/daxc, 3NEKTPOHHbIA azpec
W OOuTY TpeanpUATHA-DPOM3BOAHTENA,
mrpuxopolt xom, «Jlns mpuema BHYTPbY,
ycnosus oTmycka, «He wucrons3oBaTh M0
MCTEUEHMH CPOKA MOIHOCTH, YKA3aHHOTO HA
ynakoske», «CooepiHuT NaKTo3y».

Ha npauke yka3eiBalOT HA3BAHHE H
cofiepkaHue JeficTBYIONIEro BellecTBa B
xaxno# Tabnerke.

Tak xe Ha Nayky MoxeT ObITh HAHEeCeHA
MHQOPMALHMA [UIA MOHMTOPUHIA IBHKEHHA
NeKAPCTBEHHOTO npenapata oT
NPOM3BOAMTENA 10 KOHEYHOro nortpebutens
— CpeACTBa WAEHTHHKALMY.

Ha oaTukerke  rpynmoBoff  yNakOBKH
HOTMOJIHUTENIBHO ~ YKA3bIBAIOT  KOJMYECTBO
navex.

[epsuunas ynaxoska. Ha KOHTYpHOH
suedkoBoH yIHaKoBke YKa3aHo
HAHMEHOBaHUE [peAnpHATUA-
NPOM3BOAMTENS H €ro TOBapHBIH 3HAK,
TOProBoe HAMMEHOBAHHWE JIEKAPCTBEHHOTO
npenapata  HA  PYCCKOM A3RIKE,
nexapcTBeHHas (opma, LO3MPOBKA, HOMep
cepur M Cpok rogsoctn (Ha oGopoTHOH
CTOpOHE METOJO0M rops4ero
peccoBaHus).

Bmopuunas  ynakoéxa. Ha 3THKeTke
rpYNnoBOH YMAaKOBKH M TA4YKe YKa3aHO
HAUMEHOBaHHe NpeanpUATHA-
MPOM3BOAMTENA H €ro TOBAPHLIA 3HAK,
TOProBOeé HAHMEHOBAHWE JIEKAPCTBEHHOIO
npenapata Ha pycckom sssike, MHH,
nexapcTeenHas  ¢opma,  A03MPOBKA,
KonudecTBo Tabnerok B OJHOH mayke,
«[TpuMEHAT: IO HA3HAYCHMIO Bpaday,
ycnoBMs  xpaHeHua,  «XpaHWTh B
HEJOCTYMHOM [a jJeteH Mecte», HOMep

PErHCTPaLMOHHOrO YIOCTOBEPEHUA,
HOMep CepHM, J[aTa BBIIYCKA, CPOK
FOIHOCTH, ajpec, tenedon/daxc,

3EKTPOHHBIN agpec H no4ra
npeAnpUATHA-TTPOU3BOAKTENA,
wrpuxosoit kom, «Jlas npHeMa BHYTPbY,
yC/I0BHA OTMycka, «He HCNonbp3oBaTh no
HCTEYEHHMH CpoKa TOAHOCTH, YKA3aHHOro
Ha ynakoeke», «COmepXMT JaKTO3y».

Ha rnauke  yKa3aHO  Ha3BaHHe H
coziepkanye NefCTBYIOIEro BEIIECTBA B
Kax10# Tabnerke.

Ha nauyke HaHecena nHdopMalus LA

MOHMTOPHHTA ABHKEHHA J€KapPCTBEHHOrO
npemapata OT  MPOM3BOAMTENA IO
xoHeyHoro nortpeGutena - CpeAcTsa
UOEHTAYHKALMH.

Ha 9THKeTKe [IpPYyMIOBOH  YNakOBKH
[OMO/HUTENBHO  YKA3dHO  KOJIMYECTBO
navex.

10.| Xpaneune

B cyxoM, 3aIdIEHHOM OT CBETa MecTe IpH
reMnepatype He Boiie 25 °C.

XpaHuTh B CYXOM, 3alHIIEHHOM OT CBeTa
MecTe [IpH TeMnepaType He Bhime 25 °C.

11,| Cpox rogHoCTH

3 roga

Tonen po 25.02.2025

3axarouenne: Jlexapcrsennniii npenapat «ATOPBACTATUH, TaGneTkH, OKpPHIThIE rigHoyHoH oBonoykoi, 20
wmr Ne 30» cepun 60222 coorsercTayet TpeGopanusam HII JI1-004789-1 10418, uam. Ne 1.
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PEAEPAABHAL CAYEA O HAAZOPY

B OPEPE ZAPABOUXPAHEHMA

«CBeaeHnA 0 BBOJE B rpaxjaHCcKkunii 06opoT B Poccuinckon defepauumn nekapcTBeHHbIX
CpepncTsB no coctoAHUIO Ha 07.07.2022 18:21»

Opraunmsanus,
JHara BHecenus B IMpoussogurens Homep Homep, nara
Toprosoe = Hopmarusunas BBINYCTHBINAA B
AHC (BBINYCKAOIHI Crpana CaeieHHs 0 CTAHAX NPOH3BOACTBA - CepHH, paspelnesHs
HAHMECHOBaHHE JOKYMEHTAIHA rpaxK1aHCKHH
Pocanpasramsopa KOHTPOJIb) NapTHH na HJIIT
obopor
ObmecTBo ¢ orpaHHYeHHON
otBeTcTBeHHOCTHIO "TIPAHADAPM” (OO0
"TIPAHA®APM"), Poccus (Ipousrosmrens
ATOPBACTATHH; OO6mecTBO ¢ (roTtoso# JId)); O6mecTBO ¢ OrpaHHYEHHON
TabNeTKH, NOKpPhIThIE OrpaHUYeHHOM oteetcTBeHHOCTBIO "TIPAHADAPM" (000 JIm
2032022 naeHouHoH obonoukoi 20 OTBETCTBEHHOCTBIO P "TIPAHA®APM"), Poccust 004789-110418; 000 160222
I mr 10 mT., ynakoBku "TIPAHA®APM" (¥ nakoBumK/chacoBIMK (B NEPBHUHYIO Ham. Nel x JITT "TIPAHADAPM" -
AYEHKOBbIE KOHTYpPHBIE (000 YMakoBky)); O0mecTBo ¢ orpaHHYeHHON 004789-110418
(4), naykn KapToHHbIE/ ~ "TIPAHA®APM") oreeTcTBeHHOCTRIO "TIPAHADAPM" (000
"TIPAHA®APM"), Poccus
(¥ narkoBmmk/pacoBmMK
(BTOpPHYHAs/TPETHYHAS YNaKOBKa))
O0mEecTBO ¢ OrpaHHUUEHHOM
oTBeTcTBeHHOCTHI0 "TIPAHAD®APM" (000
"TIPAHA®APM"), Poccus (ITpoussogurens
ATOPBACTATHH; ObmecTBO ¢ (rotosoii JI®)); O6mecTBO ¢ OrpaHHYEeHHOH
TabNeTKH, MOKPHITHIE OrpaHHYeHHOMN oTeeTcTBeHHOCTHIO "TIPAHADAPM" (000 JITI
TieHOuHO#M 0GonouKkoi 20 OTBETCTBEHHOCTHIO "TIPAHA®APM"), Poccus 004789-110418; 000
17.03.2022 “ 2 Poccus _ = o 60222 -
Mr 10 mT., ynakoBgu NMPAHAD®APM (Y naroBmMK/(bacoBIMK (B NEPBHUHY IO Ham. Nel k JIIT TNMPAHA®APM
AYCAKOBbIE KOHTYPHBIE (000 ynakoBky)); O0mecTBo ¢ OrpaHHUeHHOH 004789-110418
(3), nauku KapToHHblE/ ~ "TPAHA®APM") otBeTcTBeHHOCTHIO "TIPAHAD®APM" (OO0
"TIPAHA®APM"), Poccus
(¥ nakoBmuk/cacoBmmk
(BTOpHUHAS/TPETHUHAS YIIAKOBKA))
10.03.2022 ATOPBACTATHH; ObmecTBo C Poccus ObmecTBO ¢ OrpaHHYeHHON JI 000 60222 -
TabJeTKH, MOKPHITHE OTpaHHYEHHOM oTBeTcTBeHHOCTHI0 "TIPAHADAPM" (000 004789-110418; "TIPAHA®APM"
nieHoYHo#H obonoukoi 10 OTBETCTBEHHOCTBIO "TIPAHA®APM"), Poccus (TTpoussoaurens Ham. Nel k JIIT




