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1 2 3
1. Onucanue Kpyrnsie 1BosKoBbINYKIbIe Ta6NeTKH XENTOTO LBETA, Kpyrnue
TIOKPhIThIE KHIIEYHOPACTBOPUMOH o6onoukoit. Ha nonepeusnom NBOAKOBBITYKIbIE
paspese AApo KETTOrO UBeTA TablIeTKH KENTOrO LBeTa,
(Buzyansusiit, T® PO*) i
. KHIIEYHOPAaCTBOPHMOH
obonouxoit. Ha
NIONEPEYHOM paspese
AApo xEATOro LBETa
2. [TommHHHOCTD:
- AKpHOOHYKCYCHasA KUCIOTA CnexTphl NOrNOWEHHs HCIIEITYEMOrO PACTBOPA M PAacTBOpa . CootBeTcTBYIOT
cpasHenus (b) B o6nactu or 340 10 450 HM ZOMKHLL HMETE .
MaKCHMYMBbl H MHHHMYMBI IIDH OJIHMX M TEX Xe JTHHAX BOXH
(CnexTpodoromerpus)
Bpems yIepxuBanus OCHOBHOTO TTHKA Ha XpOMaTorpaMme CootserctByer
HCIILITYEMOrO PacTBOpa, IPUrOTORIEHHOTO TS _
KONHYECTBEHHOI'O ONpeAeneHNs, JOJDKHO COOTBETCTBOBATD
BpEMEHH YJCPKHBAHHA OCHOBHOTO IIHKA HA XPOMATOrpaMme
pacTsopa cpasreHHs (b) (BOXX)
- MEFTIIOMMH IIaTHO pO30BaTO-OpaHXEBOrO LIBETA METTIOMHHA Ha CootsercTryer
(N-MEeTHITIOKAMHH) XPOMATOrpaMMe HCIIBITYEMOTO PACTBOPA M0 MONOKEHHIO,
OKpacke M BEeTHYHHE JOJDKHO COOTBETCTBOBATH MATHY
MET/IIOMHHA Ha XpoMaTorpamme pacteopa cpasnenns (TCX)
3. PacTBopenue 1-1 cranns — He Gonee 10 % akpUOOHYKCYCHOM KHCTIOTHE 0
3a 60 MHH -
2-q1 cranus — He Menee 70 % (Q) akpHIOHYKCYCHOM KHCIIOTHL 100
3a 45 MuH
(F'® PO*, Cnextpodoromerpus B VO 1 BuauMoit o6nacTsx)
4. PoacTBeHHBIE TPHMECH Ennnngnas HenneHTudMUApOBaHHad IPHMECH — He Gonee Mesnee 0,10
0,20 % (B3XX)
Cymma npumeceii — se Gosee 0,50 % (B3XKX) Mesnee 0,10
5. MukpobGuonornueckas Kareropns 3A (I'® PO*)
A CootrercTBYET
6. OnHOPOOHOCTh AO3UPOBAHAA Homxen coorercTBOBaThL TpeboBanuam (I'D PO¥) CootBercTByeT
AV=40
7. Konu4ecTeeHHO®
onpeneneHue:
- AKPHAOHYKCYCHAA KHCIOTA Ot 142,5 mr o 157,5 mr C;sHjNOs 146,4
(axpuponykcycHo# kucnoTs) B Tabnerke (BIXKX)
- MENTIIOMMH 143,3

(N-MeTHIrIOKaM1H)

Ot 131,4 mr po 160,6 mr C;H;7NOs
(MermomuHa) B Tabnerxe (THTPHMETPHS)

8. Ynakoeka

ITo 10 1mu 20 TabneTok B KOHTYPHYHO AUEHKOBYIO YIAKOBKY M3
TUTEHKH MONHBUHUIXNOPHAHOR H QONbrY alOMUHHEBOM Ans
YNAKOBKH.

1 xouTYpHYI0 suelikoByio ynakoeky no 20 tabnetok, 1 wim 5
KOHTYPHHIX A4eHKOBBIX YNakoBok 1o 10 TabneTox BMecTe ¢
HHCTPYKIHEH N0 MEIHIIMHCKOMY NPUMEHEHHIO TIOMEMAIOT B
nadKy U3 KapToHa.

JUisi KOHTPOJIA [EPBOTO BCKPBITHS GOKOBBIE KNTANAHHI IAYKH
MOTYT GBITE 3aKkIeeHsl ITHKeTKaMH. Tlauku MoryT GbiTh

Mo 10 Tabnerok B KOHTYpHO#
A4ciikoBOH  ynaxoske M3
NEHKH

NONUBHHHIXJIOPH RO H
$OALIH ANMOMHHUEBOH IR
YIAKOBKH.

| xouTypHas suciikoBas
ynaxkoska no 10 Tabnetok
BMECTE € MHCTpPYKUHEHR 1o
MEJHLHHCKOMY TPHMEHEHHIO

CTPYNIMHPOBAHLI B GaHAEPONH TePMOYCATOUHOMN MIEHKOH, N ¢ T
TMauku AW GaHIEPO/H NOMEIIAIOT B IPYNTIORYIO Tapy. Toebosauin HIl cobmancaia,

HHC-KO-2000-0160 «Koxpons npousseneHHol npoayxumny», sepcus 10. [lata peenenns: 10.03.2021




Ha mauxe, comepxamell 1 KOHTYPHYIO S4eHKOBYIO YNIAKOBKY IO
20 TabneTok WIH 5 KOHTYpHBIX AdeHKOBEIX ymakoBok ro 10
TabneTok, NOMONHHTENEHO HaHecena rpaduyeckas cxema
«ITPUEM TIPETTAPATA TIPH JIEUEHUH I'PUITIIA/OPBU».
JlonyckaeTcs HaHECEHHe CPEACTB MAEHTHHKALHH [T CHCTEMBI
MOHHTOPHHTIA ABHKEHHA TEKAPCTBEHHBIX MPenapaTos.

1 2 3
9. MapkupoBKka 1) IepBuyHas ynakoBka 1) INeperrayas ynakosxa
Ha  kouTypHOH  suelikoBodf  ynakoBKe  YKa3BIBAKOT: ;{:“::;‘Wm“ "';e;a’“’a;{“:,
HAHMEHOBAHHE NMPOH3BOLMTENNA, Er0 TOBAPHBIH 3HAK, TOPTOBOE | Lauvenomanme
HAWMEHOBAHME Npenapara ¢ nNpenynpenuTenbHoi MapKHPOBKOH | npoussoawrens, ero
®, nexapcTBeHHYI0 (OpMY, NO3MDOBKY, HOMED CEpHH, CPOK | TOBapHHH 3HaK, TOPTroBOC
TFOHOCTH. HAHMCHOBAHHE NpENapaTa C
2) BropuyHas ynakoBka zi;mmmn ;
Ha mayke yKasbiBalOT: HAWMEHOBAHWE NPOM3BOAMTENA, €rO | nekapcTseHHas dopma,
TOBapHbI 3HAK, anpec, Tel/(akc, TOProBoe HaHMEHOBAaHME | AO3HPOBKA, HOMED  CepuH,
npenapara ¢  NpedyNpeiMTENbHOM  MapkupoBkod — ®, ;‘;‘g‘ mﬂ:g;mwnm
IPYNIAPOBOYMHOE HAMMEHOBaHHE MpenapaTa, JIEKApCTBEHHYIO Hn}‘i}’m yKasaus:
dopMy, DO3MPOBKY, COCTAB HA OAHY TabNeTKY C YKa3aHWEM | nammenomaMme
HAaWMEHOBAHHMA W KOINHYECTBA JCHCTBYIOWIErO BEIIECTBA, | MPOH3BOAMTENA, Er0
nepeyeHb BCIIOMOTATENbHLIX BELIECTB, KOJIMYECTBO TabNeToK B g“j”q;::: pos A
YNakoBKe, «XpaHuTh B HENOCTYNMHOM Ans nereil mecrey, «[lns Ha,,,‘em;m?tfe npenapata ¢
BIPOCTBIX M feTell ¢ 4 JeT», YCNOBMA XpaHEeHHA, HOMEP | npeaynpeamrensHoR
PErHCTPALIMOHHOTO YNOCTOBEPEHHSA, HOMED CEePHMH, CpOK | Mapxuposkoit ®,
IOJIHOCTH, YCJIOBHMSA OTNYCKA, CNoco6 NpHMeHEHNs, WTpHXOoBoi | TPYMIMPOBOHOS
HaMMEHOBAHHE TIpenapara,
xon EAN-13, nononnurensisie nanmuch: «/{JI8 B3POCJIBIX H | pexancraennias dopma,
IIETEH 4+», «JIEUEHHUE M [TPOPHIIAKTHKA I'PUIIITA H | nosuposka, coctas 1a omiy
OPBH», papmakon (pharmacode). TabneTKy ¢ yKasaHHeM

HaWMEHOBAHHA H KOJHYECTBA
AeACTBYIOIIENO BEILECTRA,
NepeycHb BCIOMOraTebHLIX
BEMIECTB, KOIMYECTBO
Tabnerox B ynakopxe,
«XpaHHTD B HEAOCTYITHOM
i aeTeR MecTe, «lns
B3POCIBIX H NIETEH C 4 e,
YCOBHS XPAHEHHS, HOMEP
PETHCTPALIHOHHOTO
VAOCTOBEPEHHH, HOMED
CepHH, CPOK FOAHOCTH,
YC/IOBHA OTTIYCKA, cnocob
MPHMEHEHHA, INTPHXOBOH
xoa EAN-13,
JIONOHHATEIBHBIC HANTHCH:
«UTA B3POCJIBIX H
JIETEH 4+», «JIEYEHUE H
MPOOHITAKTHKA
TPHUIIIIA H OPBH»,
¢apmaxon (pharmacode).
Hanecensl cpeacTea
HaeHTHOHRKAUHA AN
CHEOTPME MOHETNPMHTA
JBHKCHHSA JICKAPCTBEHHBIX
npenaparos.

10. YcnoBHs XpaHeHHA W Mepsl
TIPeNOCTOPOKHOCTH

B 3amHIMEHHOM OT CBETA MECTe NPH TEMTIEPATYPe HE Bbille
25°C

B zaimuiu@HHOM OT CBeTa

MECTE NPH TEMIIEPAType
He Beime 25 °C

11. Cpok rogHoCTH

2 rona

2 roga

* - neficTeytomee n3nanue INocynapcTrenunoit ®apmakonen Poccuiickoil Qenepannn
3axunodeHHe: cootseTcTyeT TpeGoanuam HJ] P N001049/02-081018, Ham. Ne 1

Hara Beymaun nacnopra: 27.10.2021

3asenyrommit KAnJI

Hayansuuk OKK

JHpeKTop no xauecTBy

Canxr-lNerepbypr 2
HAVUHO-TEXHOMOMMUSCKas
dapmauerTHIexan duiMa

«MONMNCAH»

[ing OOKYMEHTOB

HHC-KO-2000-0160 «KorTpons npouzseeHHOR Npoayxkunuy», sepeus 10, lara spenenns: 10.03.2021

T
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Cpok roanocTy no: 10 2023

A. C. Bnacoea
. K. ®&noposa

C. H. Cxopuk




000 “Hayuno-texHonoraueckas dpapmanestunyeckas pupma “INOJITHCAH”

Pazpemredse Ha peajnsanuio Ne

Hanmenopanue

(Dopma BHITYCKa

MHH

PY Ne

HopmaTuBHas JOKYMEHTALMS
Homep cepim

Pasmep cepuu

Koaugectso nocie KOHTPOIs
Ne AHaIHTHYECKOr0 Nacnopra
Tozen no

TIpenpHATHE-IPOU3BOIHTE L

TpeanpugTHe-ynakoBUIHK

00000864 ot 28.10.2021

IHUKJO®EPOH® TatneTku, NoKpLITHIe K IIeTHOPACTBOPAMOIi
obGonoukoeii 150 mr Ne 10 Poccuiickan Peaepanusn

KOHTYpHay suelikoBas ynakosra 10 x 1 (nauyka kapronnas)

MernoMuna aKpHIOHANCTAT
P N001049/02
P N0O01049/02-081018 m3m.Nel

431021

115183 ynk

115022 ynx
1019
1023

000 «Haywno-texnojornieckas gapManeBTHecKan PUpMa
«[TOJTHUCAH», 192102, Poccuiickas ®egepauus, r. Cankr-IerepSypr,
yia. Canosa, 8. 72, K. 2, JAT. A

000 «Hayuno-TexHoJorHUecKas papManeBTHUeCKAT GHPMa
«[IOJTHCAH», 192102, Poccniickas @enepanns, r. Cankr-Herepbypr,
ya. Canora, a. 72, K. 2, auT. A

AHann3 npou3BOICTBEHHOH JOKYMEHTANNN

Jocbe Ha cepHIO IpoBepeHO da
Jockbe HA cepHIo oqoGpeno da
Kpuruueckue 0TKIOHEHHS OTCYTCTBYIOT Oa

Cepnn OpOH3BeIeHa H npoxalnptmnpnnana B COOTBETCTBHH C .rmnenaueii HA NPOH3IBOACTBO
JIeKAPCTBEHHBIX CPEACTB, TPeGOBANHAMA PErACTPAIHOHHOIO J0Che, TpeGOBAHHAMH OPraHH3aINH
NPOH3BOACTDA H KOHTPOJR Ka9ecTBa JCKAPCTBeHABIX cpeacTs (npasua GMP), a Takike HHBIMHA
TpeGoBpaARAAMU JeHCTBYIOINEro 3aK0HOAATEIbCTRA,

Hponyxuns paspenieHa K Peasjin3aiuy da

Yoo HoMO4YeHHOE JTHIO

JIMpeKTop no KavyecTBy
{AODKHOCTE)

Cropux C.H.
(pacumdpoBKa MOATHCH)

Pl
(noamuce)

Tlonoxexne o JTHIle, OTBETCTBEHHOM 33 BRINTYCK cepi (YTIONHOMOWEHHOM JIHIE TIO KayecTBY), Aata y18. 11.01.2021







