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MHH - AMOKCHIUHITITHH

Anvokcumpman, Tadnerky 500 mr, 10 7., ynakosxky suciikoBsie KOHTYpHEIE (2), NaYKH KAPTONHEIE

Homep cepun 1511225

Konuueerro 18640 ynakoeok

Hata 09.12.2025

TTPOH3BOACTRA

Jlnuensus na nponseoacrro Ne JI012-00102-77/00010672 ot 11.04.2024 1

Ceprudurar cootsercreus Tpebosannsam [Ipasun Hauiexameii npoussoncTeersoi npaxruxn EASC
Ne GMP/EAEU/RU/01244-2024

Peructpanyonnoe ynocrosepenue: JICP-001745/09 or 10.03.2009
Hopmarusras noxymentanus: JICP-001745/09-220323, uam.Ne 1

HaumMeHoRaHue
nokazareneii

TpeGoranus x kauectsy mo HJ{

PeSYJT BETaThl HCIEITAHHH

Onucanne

T'® P, ODC «Tabnerkun

Tabnerkn OBestoro uny nouTH GENOro BETE,
KancynoBHIHONH (POPMEL, ¢ pHCKOW Ha OAHOI
cTopone

TabneTkn ToYUTH OEJIOT0 HBETA,
KAlICYNOBUAHOH  (JOPMEL, ¢
pUCKOl Ha ONIHOf CTOpOHE

[TommuHROCTE

I'd PO, ODC «Bricokoaddexrnrrasn
JKUJIKOCTHAS XPOMATOTpatsy»

Bpema yHep:KHBRHWsI OCHOBHOIO [MKa Ha
XPOMATOrpamMMe  HCIIBITYEMOro  pacTsopa
JOIDKHO COOTBETCTBOBATH BPEMEHHU
YHEDKHBAHHSA OCHOBHOTI'O nuKa Ha
xpomarorpamme pacrpopa CO aMoKCHUIHIIHEA
TPUIH/paTa

['d P, O@C «Touxocnoiinas
xpomatorpadus»

Ocnopnas 3oHa aficopbLUMK HA XPOMATOTpaMME
HCIBITYEMOIO  PAaCTBOPAa MO TOJOKEHHIO,
HMHTEHCHBHOCTH OKPAackM H BEJIMYHMHE JIOKHA
COOTBETCTBOBATE 30HE angcopdunu
aMOKCHLIIIIMEA Ha XPOMATOTPaMME PacTBOpa
CTaHJAPTHOro 06pasna aMOKCHIHIIHHA

[ToaTeepkaeHa

I'd Pd, ODC «OnropoiHOCTh
JIOZHPOBAHHEIX IEKAPCTBEHHEIX (DOPM»
Ot 665 1o 735

OTrKi0HEHHE B Macce OTIENLHEIX TableToK He
NOIDKHO NpeBsimaTh = 5 % ot cpenneil Maccsl
TabieTox

MACCHT

702,5
+1,64/-2,63

Pacteopenne , %

' PD, OPC «PacTropeHme amd TBEPHABIX

PUMECH

YABRTPAGHONCTOBON U BUAMMON oblacTaxy
Onruueckas MIOTHOCTS HCTIRITYEMOTO
pacTBOpa He Ao/DKHA pessimars 0,3

HO3MPOBAHHEIX JIEKAPCTREHHEIX (OPM» 101,0
He menee 75 (Q) uepes 45 mun

Bona.% ['® PO, ODC «Onpenesiexie BoaRD 11,32
He menee 10,5 u ve Gonee 14,0

CreTonornomamiye I'e Pd, O00C  «Crexrpodoromerpus B 0,011
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"'Poncmenﬂhm npumec, %

' PO, OBC «Baicokosdhexrnnas
KHJIKOCTHAS XpoMaTorpadusy

-

“

XPAHCHIS ICKAPCTBEHHBIX cpeacTs Tuma BTC ¢
TPEYTONBHEIM  BEHYHMKOM,  YKYNOPEHHYIO
KPBIITKOH NOMMITHICHOBOM HATArHEAEMOIT.
CroGosHoe HPOCTPAHCTRO B BanKe 3aMOIRAOT
BATOH MEHIMHCKO MHTPOCKOITHYeCKoil.

Ha Ganky waxnemsaror stukerxy m3 Bymarn
nHcYei WM ITUKCTOYHOI, MM
CAMOKIIEAUIYIOCH STHKETKY.

§Kasryto Sanky. 1 w2 KOHTYPHBIC siueiiKOBEIe
TIAKOBKM ~ BMECTE C  MHCTPYKIMCH  mo
{i_b HIMHCKOMY [PHMEHEHHIO ITOMCIIAIOT B
JQHKY M3 KapToHa,

Jhoboit enunmanoit mpumecn- He Gonee 1,0 0,12
Cymmva npumeceii- ge Gonee 5 0 0,12
Muxpobuonorueckas I'd PO, OOC «Mukpobuonoruueckas Hennitanue srinepxupaet
HHCTOTA qHCTOTAY, Kateropus 3A
OaHopoanocTs K03upoBanus | ['D P®, ODC «Oanoponnocts HOZHPOBAHMI Y 2,9
(enocot 2)
Komuuecreennoe I'® PP, ODC «Bricokosdpexrrpmas ]
OTIPElIENIEHHE, MI* KHAAKOCTHAS XpoMaTorpadirs 490,70
Ot 475,0 n0 525,0
Ynaxonxa ITo 10 Tabnerox » KOHTYPHYIO suelikoBywo |10 Tabnerox = KOHTYpPHOM
YMOAKOBKY W3 NITEHKH [NOMHBHHHIXIOPHIANOR U |suelikonoii YHaKOBKE  u3
honsru amMoOMUHHEROM NEYATHOH |TJICHKH
JaKHPOBAHIOMH. IOJIMBHHHIXJIOPHTHOH n
[To 20 rtabnerox = DauKy crekmaHHYIO ans |homsru ATIOMHHUEBOH

[EYaTHOH JTaKHPOBAHHOIL.

2  KOHTYPHEIX  AYEHKOBBIX
YHAKOBKH ¢ MHCTPYKNHEH 1o
MEMHIHHCKOMY HPHMEHEHUIO
B MaYKe U3 KapToHa,

80 mauex » simKe u3 kaproua

_Ala

/1) Tlepruunay ynaxonxa,

/] KOHTYpHOH  sueiikoRoit  ymakoske
YKa3plBAIOT.  HAMMEHOBAHMC, CIpPaHy #
TORADHLIA 3HAK MPEIPHUATUA-H3TOTOBHTENS,
HanMEHOBAHWE (MPMBI 34Ka3UMKA, TOPIOROE
HaUMCHOBAHHE JICKAPCTBEHHOI'O Ipenapara,
JIeKapCTBERnyIo  (hOpMY, JO3UPOBKY, HOMED
CEPHI, CPOK I'OMHOCTH.

Ha stmxerke Ganku yxassmpaior HAMMEHOBANHE,
CTpaHy W IOPOJ IPeANpHsATHA-HITOTOBHTENS,

€T0 TOBAPHBIH 3HAK, TOPropoec HAMMEHOBAHUE
JIEKAPCTBEHHOTO 1pernapara, MHH,
NEKapCTBEHHYIO (opmy, TO3UPOBKY,

KoJtgecTBO TabneTox B Gauke, HAUMEHOBAHHE

(GHpMBI  3aKa3TMEKA. HOMEp CEpMH, CpOK
rOJHOCTH.

2) Bropuuunas ynaxkosxa.

Ha pauke  ykaswmaior: HaHMEHORAHKeE,
TOBAPHBIA 3HAK M TENEHOH npeATpHATHS-

M3TOTOBHTENA, a/lpec, HaHMEHOBAHHE (UPMBI
JaKasuuKa, ee  aipec, TtemedioH, TOPromoe

1) Ileperanas ynakoska.
Ha xomrypmodl gueiikonoti

VIIAKOBKE YKA3AHDI:
HAMMEHOBAHUE, CTpaHa u
TORAPHEIR BHAK
IPENPHATHA-U3TOTOBHTENS,
HAUMEHOBAHHE hupme
3aKa3vInKa, TOProOBOE
HauMEHOBAHHE
NEKAPCTBEHHOrO Tpenapara,
JeKAPCTBEHHAS (hopma,
RO3HPOBKA, HOMED cepum,
CPOK FOTHOCTH,

2) Bropuunas ynakoska.

Ha naygKe YKaZaHLL
BauMeEH0BaHHE, TOBapPHLII
3HAK H Tenedon

TNpe I pUATHA-H3rOTOBUTENS,
afpec, HauMeHOBaH e (PHUPME
3aKazumKa, ee ajgpec,

Tenedon, TOProsoe
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HAMMEHOBAHHE JICKAPCTBEHHOTO IIpenapara,
MHH, nexapcreenuyio (opmy, JO3HPOBKY,
KOIMYECTRO TaGHeTOK B MOTPEOUTEIBCKOH
YIAKOBKE, HA3BAHRKHE 14} CcOllep/KaHne
NEHCTRYIOMIEro BEIecTBA Ha OIHY TabIeTKy,
criocod  npHMeHeHMs, YCIOBHA  OTIOYCKA,
YCNOBHS XPAHCHMs, HOMEP PErvcTparioHHOr0
VIAOCTOREPEHMS, npeaynpeuTenbHRE
HAATIHCH! «XPAHHTE B HEJOCTYITHOM 1N JeTeH
mectey, «He mncnons3oBaTh N0 HCTEICHHH
cpoKa rofHocTy, «[IpuMEHATE 10 HAa3HAYEHNUIO
Bpayay, HOMEP CEPUH, CPOK FOAHOCTH, IITPHX-
KOJl, 3aBOJICKOHl KOJ YNAKOBKH, MH(QOPMAIMIO
1 MOHHTOPHHTA ABIOKEHHS JICKApCTBEHHOIO
[iperiapara OT MPOM3BOIMTENS /O KOHEYHOro
MOTPEOUTENS — CPEJICTRO MASHTHPUKALHH.

HanVMeHOBaHHE

JIEKAPCTBEHHOTO Npernapara,
MHH, nexapcreennas Gopma,
NO3HPOBKA, KOJHUECTBO
TabieToOK B MOTPeOHTENLCKOH
yIaKkoBKe,  Ha3BaHue  H
cojiepikaHne  JeHCTBYIOIIEro
BeIIECTBA HA ONHY TabnerKky,

crocod TIPMMEHEHHUA,
VCIIOBMSL OTIYCKA, YCIOBHS
XpaHeHus, Homep
PEerHCTPalHOHHOTO
YA0CTOBEPEHHA,
TpeylpeanTENbHEE
HaJUTHCH! «XpaHuTE B

HENOCTYIIHOM  Ama  JeTei
MecTey, «He HCIONL30BATL
o HCTEUEHHH cpoKa
rogHoctay, «Ipumensars no
HA3HAYCHHIO Bpauay, HOMEp
CepHMH, CPOK  TOMHOCTH,
LITPHX-KOM, 3aBOACKOH KOZ
VIIAKOBKH, UHOpMAUHA I

MOHHTOPUHTE JBHKEHHA
JIEKAPCTREHHOrO  mperapara
OT TIPOM3BOJHUTENS bie)

KOHEWHOro TnoTpeduTens -
CPENCTBO MUSHTHIHKAITHY.
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Pemenne Ynoanomouennoro Jrma:

[oarsepmaaio, uto npusenennas Bhllre uHopmanus gensercs AOCTOBEPHOH M TOYHOH. DTa cepus
pOM3BE/iCHa (BKIIOHAS  YHAKOBKY (MapkHporky) u KOHTPO/IL  KAYECTRA) HA  RBlMEYKa3aHHOl
NPOH3IBOICTBEHHON MIOWAAKE B NHOTHOM COOTBETCTBHM ¢ TpeboBaHuAMH lpasun  namnexamei
NpOM3BOACTBENHOH NpakTuku Eppasuitexoro SKOHOMHYECKOTO C0103a U TPeGOBAHHIMH KOHTPOJIA Ka4ecTRa
WICKAPCTBEHHLIX  CPCICTB, a TAKKE B COOTBETCTBMM CO CICHHQUKANMAMY, COMCPXKANIMUCH R
PErUCTPALHOHHOM JOChE. R

3amucu 1o IPOH3BOACTRY, ynakoske u ananuzy HPOBEPCHBL, 1 YCPAHOBIENO HX.60
[parnn naanexaeis IPOM3BOACTBEHHON NpakTHKH EBPMHﬁCJ m;o :armuommecm\ﬁf
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