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MHH - Moxconunug

MOKCOHMIIVH rabnerxn, TNOKPHITLIE MTeHOUHOMH 06onoukoi 0,4 mr, 10 .
YHNaKOBKH KOHTYPHEIE SUeiikoBLIe (3), maukn xKapronnse

Homep cepru 71025

Kommwectso 12480 YHAKOBOK

Hata
npoussoncrea 07.10.2025

Cepraduxar coorsercrsms Tped
Ne GMP/EAEU/RU/01244-2024
Perncrpanmonnoe YAOCTOBEpeHHe: HH-N9(009968)~(PF~RLD o7 25.04.2025
Hopmartuenas JOKYMEHTALHA:

JIM1eH31s Ha Npon3BoaCTRO No J1012-00102-77/00010672 ot 11.04.2024 r
oBamuam Ipasun nannexamet NPOH3BOJICTREHHOH NpakTiky EARC

JTH-NE{OOQE)GS)-(PI"-RU)-B:')‘0425

Haumenopanue
noKazatenei

TpeGosanus k kavecrey no HI

PesyneraTs Henerranmit

Onucanue

'c P® XV, O®C.1.4.1.00] 5, ©EA3C
2.5.1.34, Busyanpueni

Tabmerku  kpyruse, ABOAKOBBITYKIIEIE,
IIOKPLITEIE [UIeHOYHOH oBonowxoli Temuo -
PO30BOro nsera. Ha nonepeunom paspese anpo
esnioro wim nouts Geroro 1EeTa.

Tabnerku Kpyrisie,
ABOAKOBBITYKIILIE, OKPHITEE
IIJIEHOYHO obonouxoit
TEMHO-PO30BOrc musera. Ha
IONEPeUHOM pa3spese  4ipo
H09TH Benore nueTs.

Wnertudmkaums ~

[T® PO XV, 00C.1.2.1.2.0005 BEASC
12.152.28, B3XKX

Bpems ynepiunanus ocroeroro mixa ma
xpﬁmamrpame HCIBITYEMOTO pacTBopa,

10, 1]
S L) FOIYHeHHON IPH KONTHYeCTBeHHOM

OHpefieneHny, IOIHKHO COOTBETCTBOBATE

| BPEMeHY yepKUBAHHS THKA MOKCOHMIHHA Ha

[ Xpomarorpamume pacTsopa CTaHJ[apTHOro

obpasiua

I'd PO XV, O®C.1.2.1.2.0005, DEABC
2.1.2.28, BOXX/IMI

CrexTp nornoinesns, cusareii BEPIUHHC MHKA
MOKCOHHZIHHA Ha XpoMaTorpamme
HCIEITYEMOro pacTBopa B ofnacra ot 190 no
400 HM nomken cooTBercTROBATH CHEKTpy,
CHATOMY B BEDUIMHE ITHKA MOKCOHHIWHA Ha

XPOMATOrPaMMeE CTAHIAPTHOrO pacTeopa

[Monreepkaena

IMonreepxnera

OnHopomHOCTs Macck:

o P XV, O®C.1.4.2.0009, DEASC 2.1.9.5
Or95,7m0111,2

Otknonenue ot cpenueit Maccr AOTYCKAeTCs y
18 13 20 TaGnerok -we Gonee + 7,5 Yo, 1y 2 u3
20 Tabnertok — ye Gonee =15 %

102.4
+2,1/-2,5

Pacteopenue

I'c PO XV, O0C.1.42.0014, Td PdD XV,
OdC.1.2.1.2.0005, BKX DEASC 2.1 2.28,
2.1.9.3, BOXX

B pactsop uepes 45 munyT nomkuo nepeiTa He
menee 75 % (Q) mokconumuna,

94.9

[Tpumecy, %

I'd PO XV, 09C.1.2.1.2.0005, BEADC

2.1.2.28, BOXX
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FRYNOA KON AR
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buoxumux
[Tpumecs A - He Gonee 0.5 He oBnapymxena
[Tpumecs B - #e Gonee 0.5 He o6uapyxena
Jrobas epunnunas - He Gonee 0,2 0,09
HEUJEHTHOHIRPOBAH A
TIPHMECH
Cymma Beex nprmMeceii - ae Gonee 1,5 0,19
Muxpoburonornueckas ['® PD XIV, ODC.1.2.4.0002.18 DEADC
YHCTOTA 2.3.1.2, 2.1.6:6, 2.1.6.7, KaTeropus 3A
MokconnzHE B ycnoBusX MCHOBITaHHS ma | Mcmbrrasie BLIIEPKHBECT
MHKPOOHONOTHYECKYH0 — 4HCTOTY  oGnamaer
aHTHMAKPOOHLIM OelCcTBHEeM B OTHOMIGHHH
a3po0HEBIX MiKpoopraruaMor 1 Escherichia coli
= I ¥-He 001azaeT aAKTHBHOCTRIO B OTHOIIEHHH
S _JAPOJOKEBBIX 1 MIECHEBRIX TPHBOB.
OnroposHocTs ?;tmnm_: re Pd XV, O®C.1.4.2. 0008, T'd PO XV,
nosWposapma =/ . 02C.1 2,1.2.0005, BXX, GEARC 2.1.9.14,
Q «UUTUDER 2’8 BOXX, cnocob  mpamoro 2.7
s onpe,qenemm
: Hprn~10 AV <LI (L1—150)
= ﬂp}f n =30 AV £ LIl u Bce 3naveHHs X
1 YAOBNIETBOPAIOT Hepanmrc'my (1+12x0,01)x
M2xi>(1-L2x0,01) x M (L2=25,0)
Konmuuecrpennoe I'e PO XV, O0C.1.2.1.2.0005, DEASC
OnpeneNe te, Mr 2.1.2.28, B3XX 0,392

Ot 0,360 no 0,440 Mr MOKCOHUIMHA, CUMTag HA
CPENHION Maccy OJHOH TabIeTky

Vnakoska

o 7, 10 Tabnertox B KOHTYpHYIO AueHKOBYIO
YHAKOBKY H3 IUIGHKH NOMHBHHAJIXIOPHIHOM
HITH IIIEHKH TONHBHHUIXIOPHL/
ITOJIM BHHHITH IS HX IOPU/IHON U thoneru
AMOMHHHEROH NMeYaTHOH JaKHPOBAHHOH,

Ilo 10, 20, 30, 60, 90 Tabnerox B Gamky u3
NONHSTHIEHA BLICOKOIH TIIOTHOCTH,
YKYMOPEHHYIO KPBLINKON HABMHUMBAEGMOH M3
NONUIIPOTIMNIEHA ¢ KOHTPOJIEM  MEPBOTO
BCKPBITHA CO BCTABKOM M3 CHIMKATeNs, HIH B
0aHKy MONMMEPHYIO M3 MONMM3THICHA HH3KOLO
JaBJIeHus, YKYNOPEHHYIO KpBInIKoii
HABHHYHBAEMOH U3 NOMMOTHIICHA HM3KOro
AABIEHHA C KOHTPOJIEM MEPBOrO BCKPHITHA IS
JICKapCTBEHHEIX CPeicTR, HIH B Oauky wu3
MOTHITHIIEHA HU3KOTO JaBICHUS, YKYIOPEHHYIO
KPBIMIKOH HABHHYHMBaeMOH H3 TIONHAITHICHA
HH3KOTO MaBJICHHS M CMECH H3 TIOJH3THICHA
BBLICOKOTO JABNICHMS ¥ ITOJHITHICHA HH3KOIO
NABJIEHHA C KOHTPOJIEM NEPBOT0 BCKPLITHS, HITH
B DaHKy NoMmMepHy1o ¢ GapbepHoi ropIoBHHON
H3 MONHSTHIIEHE  HH3KOTO IaBIeHnAd,
YKYIIOPEHHYIO KpPBIUKOH HATArHBaeMoil M3

ITo 10 Tabnerox B KoRTYpHOlH

AYCHKOBOH  yIakoBke — u3
[UIEHKH

TONHBHHHITXTOPUAHOH u
doasry AMOMUHHEBOH

Ne9arHoH TaKHpPOBAHHOMH,
3 KOHTYPHEIX  SYEHKOBBIX
VIAKOBKH BMECTE ¢ IHCTKOM-

BKISALIIOEM 8 Tayke u3
KapToHa,

80 magek B gmEKe U3
roppoxaprona

HOJTHATHIICHA HI3KOr0 JaBNICHHA H TIONHATHIIEHA
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BEICOKOTO JIABNIEHHA C KOHTPOJEM IIEPBOTO
BCKpEITHH, MM B OaAKy H3 MOJHSTHIEHA
HH3KOI'O0 JaBleHHs, YKYIOPEHHYH KpBIIKOH
HABWHYHMBAEMOH H3 [IONMHATHICHA BBEICOKOIrD
JABJICHHA ¢ KOHTPOJIEM NEPBOT0 BCKPBITHA.
JonyckaeTcss BKOansBaTh B OaHKy Maker-
ocymuTens  (cHAmMKarenb) — @w/umm - Bary
MEJIHIHHCKYIO FTHIPOCKOIHYIHYIO.

Ha Ganxy HaxnenmaroT STHKeTKY H3 Oymarm
oceTHON WK CaMOKIICATYIONS.

Omry Ganky mm 1, 2, 3, 4, 6 witi 9 KOHTYPHEIX
AYSHKOBEIX YNAKOBOK BMECTE ¢ JIHMCTKOM-
BKIIAALINEM TOMEINAIOT B IIa4KY H3 KapToHA.

Mapxrposxka

| 'jkii/:fmnam*r:
_[/heKapcrBennoro mnpenaparta (commamaer ¢
MK Y HAPOTHEIM

INepsugnas (BHYTPEHHSS) YIAKOBKa

Ha xontypHOH sAvciikoolf ymakoBke Ha
PYCCKOM  fA3BIKE  YKa3BIBAIOT:  TOProBoe
HAWMCHOBAHHE JICKAPCTBEHHOTO INperapaTa
(cormanaer c MEXIYHAPOHEIM
HEMATEeHTOBAHHEIM HAUMEHOBaHHEM),
JIeKapCTBeHHYI0  (QopMy, HO3MPOBKY, HOMEp

- -|.cepuH (IaTa IPOM3BOJCTEA BKIIOYEHA B HOMEP
- ’CepHM), JaTy MCTEYSHMA CpOKA TOXHOCTH,

HAHMCHOBAHAS HEPIKATENS PErHCTPALHOHHOTO
yj],g&roaepeuuﬂ, JIOTOTHIT KOMIAHHY,

A Ha- [orAkerxke Oamku Ha pycckoM #3kIKe
TOProBoe HANMEHOBAHNE

HEMaTEHTOBAHHAIM
HaUMEHOBAHHEM), OSNIEMEeHTHI [u3aliHa ¢
rpaHuecKEM H300PDKEHHEM JeKapCTEEHHOM
(OPMEL, JO3HPOBKY, KOIHYECTEO TabNETOK B
Dapke ¢ yKazaHMEM JIEKapCTBEHHOH (GOpPMEL,
HOMEp CepHH (IaTa NPOH3BOJCTEA BKIIOMCHA B
HOMEp CepHi), AaTy MCTeHe s CPOKa IoIHOCTH
(«J1O»), HauMeHoBale Heparens
PErHCTPALIHOHHOIO YAOCTOBCPEHES,
HAHMEHOBAHHE  TIPOM3BOJMTENH,  JIOTOTHII
KOMTIaHHH.

HononuurensHo  wa  9THkerke  GaHky,
cofiepykaleil MAaKeT-OCyWHTENs (CHIMKATENE),
ykassisaioT «CHnmkarens. He ecto!».
Bropuunas (moTpeburenseias) yakoBKa

Ha nauke Ha pycckoM s3BIKE YKa3blBaioT:
TOProBOE¢  HAHMCHOBAHHE  JISKAPCTBEHHOTO
npenapara (coBmafgeT ¢ MEKAYHAPOHAHRIM
HENATeHTOBAHHEIM HAauMEHOBaHKeM), JIOTOTHII
KOMITaHHH, 3eMEeHTEL u3aiiHa ¢ rpadiyecKuM
H300pDKEHHEM  JiekaperseHHol  QOpMBl,
ZO3HPOBKY, KO/IMYECTBO Tab/ETOK B YIIAKOBKE C

YKa3aHHEM J‘IEEapOTBEi'IHOﬁ' IIJO]QMLI, cocTas C

[leps: B H
YIaKOBKa

Ha xoHTYpHOH sueHKOBOH
YIAKOBKE HA PYCCKOM fA3BIKE

YKa3aHEL TOProgoe
HAHMEHOBAHME
NEKapcTBEHHOIO — mpenapara
(cornanaer c
MEKAYHAPOHEIM
HENMATEeHTORAHHEIM
HAHMEHOBAHHEM),
JIEKapCTREHHAS opma,
NO3WPOBKA, HOMEP CEpHH
(nata [IPOHABOCTBA
BKIIOUEHA B HOMED CEpHH),
mata HCTeYeHus cpoxa
rOAHOCTH, HAHMEHOBaHHE
JEepKaTen
PErHCTPalHOHROr0
YIOCTOREPEHHS, JNOTOTHH
KOMTTAHIH,

BropnaHad

(moTpebuTennLeKasn) VIaKoBKa
Ha mauxe Ha pycckom s3bIKe

YKa3aHbL TOProBQe
HauMeHORAHHE
NEKAPCTREHHOIO IIpenapara
(coBragaer c
MEK/LyHapOIHBIM
HENaTeHTOBAHHEIM
HaHMEHOBAHHEM), JIOTOTHN
KOMTaHuH, ANIeMEHTE]
Auzalina ¢ rpa@HYeCcKHM
H300paKeHHEM
NeKapCTBEHHOR (opmEl,
JI03HPOBKA, KOJIHYECTRO

tabaeroK B  YH4aKoBKE ¢
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HNeHCTBYIOMErD Bemecrsa & ONHOH Tabmerke,
«Ilpenapar conepskut Jaktosy», «IIpenapar
COLNCPHUT KpPacHTeNb JKENTHHI «CONHEMHL]
sakat» FCF amomunuessii nax (E110)» (ana
aozuposku 0,3 Mr), yenoems XpaHeHHq,
«XpaHUTb B HEAOCTYIHOM s NeTeil MecTey,
YCIoBHs otmycka, «Criocod npumenenns: cw,
[ THCTOK-BKIANBILY, HAMMEHOBAHHE U CTpany
| IPOM3BONMTENST, HAMMEHOBaHHE § CTpany

ACPHATENH PCrUCTPAHORHOLO YHOCTOBEPEHHS,
HOME[" | peruCTpanuonHoro YAOCTOBEpEHMS
ITPHX-KOJ, HOMEP CepHn

(&Cegafpz_:«) (zata mpomsBogcTRA BKIOUeHA B
HOME] CEpHIT), aTy HCTeuek s CPOKA TOAHOCTH
| (« 9‘.41(:’}3 A0Y), HH(OPMAIHIO 15 MOHHTOPHHTA
[ ABIKCHHS  JIEKAPCTBEHHOIO [NpemapaTta  or
HpOU3BOAMTENLY 10 KOHEYHOTO MmoTpebHTeNs —
CpeacTeo upeHTHbuKkanuu: xox Data matrix,
(01) rnoGansusiii unenTuduranmonmsi HOMep
TOProROii eIHHHUIIE] (GTIN), (21)
HHIHBHIYANBHEIH ceprilHbiif HoMep Toproso
EMHHHLEL JIOMONHATENEHO Ha NauKy MOryT
OLITE HaHECeHHI TeXHONOIHUECKHE KOJBIL.
Hononmwurenso m®a nauke Bankoii,
COoIepKamielf maKeT-0CyHIHTeNE (cHnukarens),
ykaseBaioT «Cunnxarens, He ects!y.

Ha nauxe na anrmmiickom sapixe YKA3LIRAIOT!
TOPTOBOE  HAHMEHOBAHHE  JIeKAPCTBEHHOrQ
nipenapara « MOXONIDINE», nosuposky

«0,2 mg», 0,3 mg» unu «0,4 mgy, KonuuecTso
TabneTox B ymakoBke ¢ yKazaHuem
nckaperseHHol  QopMel  «XX  film-coated
tabletsy (XX - kommuectro Tabnerox =
YIAKOBKE).

Homep cepun ® mary wucrewenns CpoEa
FONHOCTH JNONYCKAETCs HAHOCHTH HA MAuKy
METOIOM THCHEHHS HIH [eYaTH,
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buoxumux
YKA3aHHCM HaVMCHOBAHHS M  CONEp)KAHHA YKa3saHHeM  meKapeTBeHHoH

(opmel, coctas ¢ ykasaumenm
AaUMEHOBAHHA U COACPIKAHHS
ACHCTRYIOMIErO BelliecTRa B
oAHOH Tabnerke, «IIpemapar
COHEPIKHT MAKTOIYY, YCAOBHI

XpaHeHHs,  «XpasuTe B
HENOCTYMIHOM  1ns meTeit
MECTE», YCNOBHA OTHmycKa,
«Croco6 npumenenmns: cm.
JTHCTOK-BKJIabII,
HAUMECHOBAHHE H  CcTpana
[IPOH3BOMTENS,
HaWMEHOBAHWE 1  cTpaHa
Jepkareta
PErHCTPaMOHHOIO
YAOCTOBepeHu, HOMED

PErHCTPAUMOHHOTO
ynoctoseperus («PY Na:y),

IMTPUX-KOZ, HOMEP CcepHK
(«Cepusn) (mara
[IPOM3BOJACTBA BKINOYGHA &
HOMED cepun), Jara

HCTEUCHHA CPOKA rOAHOCTH
(«['omen xow), unopmanns
M8 MOHHTOPHHTE JIBHKSHHN
JCKApCTBEHHOrO  Iperaparta
or TIPOM3BOAHTENA Ho
KOHEWHOTO noTpeburens —
CPENCTBO  HIEHTH(HKAUME;
kon Data matrix, (01)
runobanbHbIH
HASHTHOHKAUHOHHEIH HoMep
Topropoii emuEHuET (GTIN),
21 HHIHBHIYANBHEIH
CepHUHEIT HOMEP TOproBsoii
€/TMHHIEL

Hononuurensio ma mauxy
HAHECEHBl TEXHONOTHYECKHE
KOZIBL.

Ha nauke ma aurmmitcxom
A3BIKE  YKA3aHLI:  TOProBoe
HauMEHOBale
NEKapCTECHHOTO — Ipemapara
«MOXONIDINE»,
JIO3MPOBKa
«0,4 mgy,
TableTox B
yKazaHHeMm
bopME!

KOJIH4ECTBO
YIAKOBKE ¢C
JIEKAPCTBEHHOH
«30  film-coated
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Luexumuik )
r_ tabletsy (XX - xommwectro

Tab/IeToK B yIIaKosKe).

Homep cepuu wu jarta
HCTEUEHHS CPOKa TFOOHOCTH
HaHECEHBI Ha 11a9Ky METOLOM

HeqaTH.
XpaueHue XpaHHuTb IPH TeMIepaType He Bhime 25 °C, XPpaHHTE B OPHIHHANBHO YIIAKOBKe
‘ (nauke) ans 3allEdTH OT CBeTA,
Cpok roanoctn 3 rona lomen o 09 2028

Jamouerne OKK. Coorsercrayer rpebonanmm JITT-NafO: 52_635:(1’?%[1)-250425
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Pewenne Ynonwomouennoro Juua:
Honrsepxnato, wro mpHBeqeHHas Be uH(opManus ABTETCH AOCTOBEPHOH H TouHOH. Jra cepus
NpOH3BECHa  (BKJIOYAT  YNAKOBKY (MapKHpOBKY) ¥ KOHTpONb KavyecTsa) Ha BEIIIEYKA38HHOH

IPOH3BOJCTECHHON IUION(AZKE B TONHOM COOTRETCTBHY tpeGosanuamu  Tlpasun . Hamiesxameir

[POU3BOJICTREHHDE Ep_lc'mtcn Espasuiickoro sK0HOMHYECKOro C0103a H TPEBOBaHUIMH KOHTpOJIst K&49eCTRa
JIeKApCTBEHIA ~ CPEACTE, a) TAKXKE B COOTBETCTBHH CO CHeNU(DHUKAUMAME, CONEpNAIHMUCH B
PETHCTPALHOHHOM JOCke. -

Samucu ng ﬁpémnq.qg_jgﬂy, ymfgdmce H aHAJIH3y IPOBEPEHEL, H YCTAHOBJIEHO UX COOTBETCTEHE TpeDoBanHsIM
[Ipasun H%Memaméﬁ\ﬁﬁ@ﬁ@‘dﬂﬁﬁ'ﬁEHHOﬁ npakTHKH EBpasuiickoro 9K0HOMHYECKOTro cor03a,
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