ALKALOID

AJIKAJTIOUJ AJl Cxonbe
Pecny6inka Cesepnan Makenonns

KOHTPOJ/Ib KAYECTBA

Hara ceprudpukara: 20.01.2026
Jara ananmnsa cepun: 14.01.2026
Jara npoussoacrea: 10.12.2025
Cpoxk ropsocTu: 11.2028

CEPTHO®HKAT AHAIH3A N°: 40000230669

HAMUMEHOBAHHME IIPEIIAPATA: IIponadenon, Tab1eTKH, NOKPLIThIE IJIeHOYHOH 06osouKoit 150 mr Ne 50

CEPHS N°: 1139307

ITponspoantens: AIKAJIOU/ Al Cxonbe, BynsBap Anekcannap Makenoncku 12, 1000 Cromse, Pecrrybnuka

Cepepnas Maxkenonus

B COOTBETCTBHH C: Buyrpennum crannaprom [S-3003/0142-242

OTrpy:xeHHoe KoJaH4ecTBO: 7182 T,

ITAPAMETPBI CIHEHTH®HKALIHA PE3Y/IBTATBI

Onucanne KpyTiibie BOAKOBBIMTYKIIbIE TA6/IETKH, TOKPBITEIE Kpyrieie 1BOAKOBEITYK/IBIE TAGIETKH, OKPHITEIE
TUIeHO4HOH 060104K0H Gesloro 1BeTa ¢ pHCKOH Ha 1u1eHo4HO# 060104K0# Genoro uBera ¢ pHcKoi Ha OJHOH CTOpOHE.
ozHo# cropose. Sapo Genoro usera. Snpo Genoro usera.

HaeHTHpHKaNHA

-Y®-cnexrpodoromeTpHs Y®-crieKTp HCNBITYEMOTO PaCTBOPA A0IDKEH HMETh
MaKCHMYMBI NIOTJIONICHHS NIPH TeX e JUIHHAX BOJH,
40 H YD-cnekTp pacTBopa cTaHAapTHoro obpasua
nponageHoHa rHAPOXIIOPHAA.

OcHOBHOE NATHO HA XPOMATOrpaMMe HCIIBITYEMOro
pacTBOpa No noiokeHuIo (snavennio Rf), pasmepy 0
HHTEHCHBHOCTH OKPAIIHBAHHA JIOKHO
COOTBETCTBOBATH OCHOBHOMY NATHY Ha
XpOMaTorpaMMe pacTBopa cTaHzapTHoro obpasua
nponah)eHoHa THAPOXJIOPHA.

18/20 Tabnertox - He Gonee + 7,5 %;

2/20 Tabnetok - He Gonee +15 %.

-TCX*
(a1bTepHaTHBHBIH METON)

OnnopoaHOCTE Macchl

PacTBopenne He menee 75 % (Q) OT 3aaB/ICHHOTO KOJHYECTBA
qepes 45 MHH.

IMpumecu**

-IIpumecs B He Gonee 0,20 %;

-Ilpumecs C re Gonee 0,20 %;

-Ilpumecs D e bonee 0,20 %;

-Ilpumecs F e Gonee 0,20 %;

-Ilpumecs G ne Gonee 0,20 %;
. - Enunnvnan neuneHTHHUMPOBAHHAA

MpHMECH He Gonee 0,20 %;

- Cymma npumeceit He Gonee 2,0 %.

MukpoGHoIorHYecKas YHCTOTA**
- Obmee uncno a3pobHEIX

Mukpooprannimos (TAMC) He Gonee 10° KOE/r
- Obmee 9HCI0 APONIKEBBIX H
nnecHesbix rpubos (TYMC) ue bonee 102 KOE/r

- Escherichia coli oTCYTCTBHE B 1 I
OjHopoaHoCTh

/03HPOBAHHBIX €IHHUL AV =150 %.

o1 90,0 % o 105,0 % oT 3asBICHHOTO KOJIHYECTBA

(ot 135,0 mr/rabn. go 157,5 mr/rabn.)

KoanuecTsennoe onpenesieHHe

Y®-cnekTp HCIBITYEMOrO PacTBOPa HMEET MAKCHMYMBI [IOT/IOLIEHHSA
TIPH TeX e [UTHHAX BOJH, 4To H Y P-criekTp pacTBopa
cranjapTHoro o0pasua nponadeHoHa rHAPOXJIOPHIA.

CootsercTByeT TpeboBaHHAM

Mun: -1,9%; Makc: 1.7%
CootsetcTByeT TpebOBAHHAM;

96 %

CootsetcTByeT TpeOoBaHHAM;
CootercTBYeT TpebOBaHHAM;
CootsercTByeT TpeboBaHHAM;
CootsercTByeT TpeOOBAHHAM;
CootsetcTyeT TpeGoBanuAM;

CootsetcTBYeT TpeGOBAHHAM;
CoorercTBYyeT TpeOOBaHHAM;

CooTBeTcTBYET TPeGOBAHHAM;

CooTtsetcTByeT TpeGoBaHHAM;
CootsercTByeT TpeGOBaHHAM;

[To 10 Tabnerox 8 GnucTep nepdopHPOBAHHBIA H3
amoMHHAEBOH (onsrd 1 ienku [IBX.

4 6mucrepa (40 Tabnerox) win 5 Giucrepos (50
Tab/eToK) BMECTE C TMCTKOM-BKJIA/ILILEM
MOMEIIAKT B KAPTOHHYIO NMayKy.

Onucauue YNAKOBKH

oy

Ha 6amcrepe Ha pycCKOM S3bIKe YKa3bIBAKT:
TOProBOE HAHMEHOBAHHE JIEKAPCTBEHHOIO MpernapaTa
(coBrnajiaeT ¢ MEKIYHapOAHBIM HEMAaTeHTOBAHHBIM
HAaUMEHOBAHHEM); MEXKAYHAPOHOC

Mapkuposka
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Ha Guuc're‘ﬁb-'mmy 3bIKE YKA3bIBAKT:
TOProBOe HAHMEHOBAHHE JIEKAPCTBEHHOrO Npenapara
(coBrnazaeT ¢ MekIyHapPOJHBIM HENIATEHTOBAHHBIM
HAHMECHOBAHHEM); MEXYHaPOJHOE
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ALKALOID

AJIKAJIOH Al Cxonke

Pecnybanka Ceseprnas Makenonus

Jara ceprudpuxara: 20.01.2026
Jara ananuza cepun: 14.01.2026
Hara nponssoacrea: 10.12.2025

KOHTPOTb KAYECTBA Cpox rognocTi:  11.2028
CEPTH®HKAT AHAJIH3A N°: 40000230669
HAUMEHOBAHHUE IPEIAPATA: [Iponadenon, Ta61eTKH, NOKPLITLIE NIeHouHo# 06oa0uKoii 150 mr Ne 50
CEPHSA N°: 1139307
Mponssoanrens: AJIKAJIOU ANl Cxonse, BynsBap Anexkcannap Makenoncku 12, 1000 Cromnse, Pecrybnuka
Cesepnaa Makeaonus
B COOTBETCTBHH C: Buyrpennum crangaprom [S-3003/0142-242
OTrpyxeHHOe KoaudecTBo: 7182 mr.
ITAPAMETPBI CITEHHO®HKALIHA PE3Y/IBTATBI
HENaTeHTOBAHHOE HAHMEHOBAHHE Ha aHTJTHICKOM HeTlIaTeHTOBAHHOE HAHMEHOBAHHE Ha AHITTHHCKOM
A3BIKE; JIEKAPCTBEHHYIO HOPMY; I03HPOBKY; JIOFOTHI A3BIKE; JIEKAPCTBEHHYIO (POPMY; IO3HPOBKY; JIOTOTHII
JepKaTe/s PErHCTPALIHOHHOIO YAOCTOBEPEHHS, JiepKaTelis PErHCTPALHOHHOTO YAOCTOBEPEHH;
HOMEp CepHH; JaTy OKOH4aHHA CPOKa FOJHOCTH. HOMep CepHH; IaTy OKOHYAHHSA CPOKA IOJJHOCTH.
Ha xapToHHOH Navke Ha PyCCKOM f3bIKe Ha xapTonHoii navke Ha PycCKOM H3bIKe
YKa3bIBAKT: TOPrOBOE HAHMEHOBAHHE YKa3bIBaKT: TOProBO¢ HAHMEHOBAHHE
NeKapCTBEHHOrO Nperapara (CoBragaer ¢ JIeKapCTBEHHOTO ITpenapara (CoBMnaaaer ¢
MCXKAYHApPOAHBIM HEMATEHTOBAHHBIM MCXKIAYyHapOJIHbIM HEMATCHTOBAHHBIM
HAMMEHOBAHHEM), MEKIYHAPOAHOE HAHMEHOBAHHEM); MEXKIYHApPOIHOEe
HENaTeHTOBAHHOE HAMMEHOBAHHE Ha aHITIHHCKOM HENATeHTOBAHHOE HAHMEHOBAHHE Ha AHMIIHIACKOM
A3bIKE; JEKAPCTBEHHYIO (opMY; I03HPOBKY; A3BIKE; IEKAPCTBEHHYI0 (OPMY; 103HPOBKY;
KOJIHYECTBO Tab/IETOK B YNaKOBKE; HAHMEHOBAHHE H KOJIHYECTBO TaGNETOK B YIIAKOBKE; HAHMEHOBAHHE H
coziepaaHHe NeHCTBYIONMEro BemecTsa B OHON coflepKaHHe JeHCTBYIOIIET0 BEIECTBA B OHOMH
Tabnerke; «CoNCPKHT N1aKTO3bl MOHOTHIIPAT.»; Tabnerke; «CoNepKHT NaKTO3bI MOHOTHIPAT.»;
cnocob npumenerns: «/lis npueMa BHYTPb»; cnocod npuMenenns: «/lns npHeMa BHYTpb»;
YCIIOBHA OTITYCKa; YCIOBHA XPaHEHHH; YCJIOBHA OTITYCKa; YCIOBHA XPaHEHHA;
[peAynpeHTEeNLHYIO HAMHCh: «XPAHATE B npeynpenTeNbHYIO HANHCh: «XPAHHTE B
HeJ0CTYIHOM /1A /1eTell MecTe.»; HoMep HEAOCTYIIHOM JUIA 1eTel MecTe.»; HoMep
PErHCTPALMOHHOrO yAOCTOBEpeHNs: «Per. ya.:»; PErHCTPAIHOHHOTO YA0CTOBEpeHHS: «Per. y1.:»;
JIOFOTHII JIEPKATENS PETHCTPALIHOHHOTO JIOTOTHI JiepyKaTeNsl PerHCTPaHOHHOTO
yAOCTOBEPEHHS; HAMMEHOBAHME H aJipec AepiKaTens yAOCTOBepEHHA, HAHMEHOBAHHE H aJpec JepKaTes
PerHCTPaLHOHHOIO YAOCTOBEPEHMUS; PErHCTPALIHOHHOrO Y/I0CTOBEPEHHS,
HoMep cepun: «Cephsa:»; AaTy npou3ssoicTea: «/lata HoMep cepui: «Cepusi:»; laTy npoussojcTsa: «[lara
[POH3B.:»; IaTy OKOHYAHHA Cpoka rofHocTh: «['ojeH ITPOH3B.:»; IaTY OKOHYAHHS CPOKa rogHocTH: «[ o/leH
no:»; wrpkxosoi koa EAN-13; 3aBoxckue 210:»; wTphxoBoi kox EAN-13; saBoackue
TEXHOJIOFHYECKHE KO/bI H 3HAaKH™; HHOpMaLMIO A TEXHOJIOTHYECKHE KOIB! H 3HAKH; HHQOPMALHIO /i
MOHHTOPHHI'A JIBHKEHHA JIEKAPCTBEHHBIX MOHHTOPHHI'a JIBHKEHHS JIEKAPCTBEHHBIX
[penaparoB OT MPOM3BOHTENA 10 KOHEYHOTO penaparos OT MPOH3BOJUTENS [0 KOHEYHOro
noTpeOHTENA, BIUTIOYAIONLYIO CPE/ICTBO NoTpeOHTEN, BKITHOYAIIIYIO CPEACTBO
AICHTH()HKALHHA B BHE JIBYMEPHOr0 IITPHXOBOTO HAeHTHOHKAIMH B BHJIE IBYMEPHOTO IITPHXOBOIO
KOJIa H OTAeABHO HH(OPMAIHIO, KOTOPYIO COAEPHKHT KOZa M OTAENBHO HHOOPMALIHIO, KOTOPYIO CONEPXHT
CPeACTBO HACHTH(HKALMH, B BUIE THTAEMOTO cpeacTBO HACHTHHKALMH, B BUE YHTAEMOrO
neyaTHoro Tekera (raobanbHblii 1e4aTHOrO TeKCTa (rmobanbHeIH
HACHTH(HKAIHOHHEIH HOMEP TOProBOH eIHHHLIBI AAeHTHOHKALMOHHBIA HOMEp TOPTOBOH eIHHHIIB!
«KIT:», HHOHBHIYya LHEIH cepHitHBIN HOMep «KIT:», AHAHBHAYAIbHBIA CEPHAHBIH HOMEP
Toproeo#i exuuuibl «CH:n)**, ToproBoii efHALE «CH:»).
* - 30600CKUE MEXHON0ZUYECKUE KOObI U SHAKU JlononnuTeNbHO YKa3biBalOT TOProBoe
YKa3bIBAIOMEA NP NPOUIEOOCMEEHHOT HAUMEHOBAHHE JIeKAPCTBEHHOrO MpenapaTa 1
HeobXo0uMoCmu, U UX 8UO U MECMOPACNONONCEHIE no3uposky wprdTom bpakijs )
MONCEM MEHAMbBER 8 3ABUCUMOCTIU Om ‘
mexxonozuveckux ocobennocmeii npoussoocmea.
** - Mecmopacnonodcerue unopmayuu moxcem
MEHAMBCA 6 3AGUCUMOCTII OM MEXHONOZUECKIX
ocobennocmeti npousgodcmea .
JIOMONHHTENBHO YKa3bIBAIOT TOProBoe
HaHMEHOBAHHE JIEKAPCTBEHHOTO Npenapara 1
no3upoBKy mpudTomM Bpaiing Ha pycckoM A3bike.
YcaoBus Xpanenns [Ipu Temneparype He Bbime 25°C B OPHTHHANLHOA YNaKoBKe Vi ynakoBKke
(6mucrep B nauxe).
Cpok roinocTh (CPoK XpaHeHH:) 3 roaa
[prmeyanue:
* McnslTanua N0 N0KA3aTesio MPOBOAATCA 1 pas B rojl Ha OHOH CepHH. .
** TecT He ABJACTCA PYTHHHEIM. [loKasaTellb Ka9ecTBa KOHTPOJIHPYETCA IPOH3BOIATE/IEM IPH BBITYCKE MPOIYKTA Ha OHOH CEPHH B rojL.
IlokasaTesb MOXeT OTCYTCTBOBaTh B cepTH(HKATE aHAIH3a IPOH3BOAHTEILA.
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ALKALOID

AJIKAJIOHM]] AJl Cronse Hara cepruduxara: 20.01.2026
Pecny6iuka Cesepran Make1oHns Jara ananun3za cepun: 14.01.2026

Jara npoussoacrsa: 10.12.2025
KOHTPOIE KAYECTBA Cpok roguoctd:  11.2028

CEPTH®HKAT AHAIH3A N°: 40000230669

HAMMEHOBAHHE ITPEITAPATA: Iponadenon, Ta6/1eTKH, NOKPBIThIe IIeH04HOH 06010uKkoii 150 mr Ne 50
CEPHA N°: 1139307

Mpoussoautens: AJIKAJIOU A/l Ckonse, Bynseap Anexcannap Maxenouncky 12, 1000 Cxorbe, PecryGimika
CesepHas MakenoHus

B COOTBETCTBHH C: Buyrpennum cranaaprom 1S-3003/0142-242
OTrpyxeHHoe KoJnuecTso: 7182 wr.

ITAPAMETPBI CHELITH®PHKALIHA PE3YJIBTATEI

ITa cepHs NpoaykTa GbLIa NPoaHAIM3UpOBaHa B cooTBeTcTBHH ¢ TpeGoBanusamun GMP EADC u co0TBeTCTBYET ClelHpHKALHH.

IIpoBepeHO pyKOBOJHTENIEM Y TBEepHK/IEHO OTBETCTBEHHBIM JIHIIOM 110 KOHTPOJIIO Ka4ecTsa
nabopaTopHH KOHTPOJIA Ka4yecTsa: JU1a KaXKIOH CepHH JIeKapCTBEHHOrO CpecTBa:
Cresye [lerpoBckH Mmuona Manacosa

70T AOKYMEHT HOPMHUpYeETCA B 3IEKTPOHHOM BHIE M TIOANKCAH IEKTPOHHOA NOIHCEIO.
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PEAEFAABHAR CANVXEA T10 HAAJOPY

B COEPE 3APABOOXFPAHEHMA

«CBefeHnsa, BHeCeHHble B aBTOMaTU3NPOBaHHYIO MHPOPMaLMNOHHYIO cucteMy Poc3sgpaBHag3opa nepen BBOLAOM B
rpaxgaHckum odopoT cepun, NapTUN NekapCTBEHHbIX cpencTs/ MHdopMaumna o BblaaHHbIX PoCc3apaBHaL30pOM pa3peLlleHnax

Ha BBOA B rpaxgaHCkun odopoT B Poccuinckonm depgepaunm cepum nam naptmm MMMyHOBMONOrM4eckoro NeKkapCcTBEHHOro
rnpenapaTa, No coctoAHUo Ha 02.04.2026 18:14»

IIncema 00
JlaTa BHeceHHsI B IIpousBoguTenn Opranu3anus, Homep Howmep, nara w3psEn JIC
AHC Toprosoe HaHMeHOBaHHe (BBINYCKAIOMHH Crpana CaeJieHHs 0 CTaHSIX NPOH3BOACTBA HopmaTHBHasi JOKyMeHTaLHs BBINYCTHBIIAS B cepuH, pasperieHHst Ha (HOMe
Poc3gpaBHag3opa KOHTPOJIb) rpa>kJIaHCKHH 000poT NapTHH HIIII ,uaTa?’
. AJIKAJIOHUI Al Cxonbe, Pecry6iiika CeBepHast MakeJOHHSI
ggs;jif:iig{ziﬁigm’ PecnyGmixa (ITpoussogutens (rorosoit JI®)); AJTIKAJIOHUI ALl Ckombe,
. AJIKAJIOUI AL Pecny6ika Ceseprast Makegonust (Y makoBIUK/¢acoBIUK (B . 000
10.02.2026 obosoukoit 150 mr 10 mr., Crombe CesepHas HepBuRyI0 yrakosKy)); AJIKAJIOHIL AJl Crormbe, Pecriy6maxa JITT-Ne(000649)-(PT-RU)-130723 "AJIKAJIOUJI-PYC" 1139307 -
osmcTepsl (5), mauku Makenonus
Cesepnast Makeonust (Y HakoBIIMK/(hacOBIIMK
KapTOHHbIE/ ~
(BTOpUUHAS/ TPETUYHAS YIIAKOBKA))




