ALKALOID
AJIKAJIOU]T A/l Cxonbe

Pecny6inka Cesepuas Makeaonus

KOHTPOJIb KAYECTBA

HAMMEHOBAHME ITIPEITAPATA: IIponadeHoH, Tab/JIeTKH, NOKPBITLIE MJIEHOYHOMH 060s1049Koii 150 mr Ne 50

Hata cepruduxara: 23.07.2025
Jata ananuza cepun: 22.07.2025
Hata npousBoacrBa: 10.06.2025

Cpok roagHocru:

CEPTH®HKAT AHA/IU3A N°: 40000225644

05.2028

CEPHSA N°: 1134059

[poussoautens: AJIKAJIOUJ] Al Cxonbe, BynbBap Anekcannap MakenoHcku 12, 1000 Ckomnbe, Pecry6uka
CeBepHas MakenoHus

B COOTBETCTBHH C: Buytpennum cranzaprom IS-3003/0142-242

OTrpyeHHoe KoM4ecTBO: 6988 .

IHTAPAMETPbBI CIIEHH®HKALTHA PE3YJIbTATBI

Onucanue Kpyrnbie 1BOSKOBBINTY KJIbl€ TAOI€TKH, OKPLIThIE Kpyriibie 1BOSKOBBITYKJIbIE TAOJIETKH, MOKPHIThIE
TNIEHOYHO# 0607104KO# Genoro LBeTa ¢ pUCKoH Ha IJIEHOYHO# 00607104KO# 6e1oro LBETa ¢ pUCKOi Ha O1HOH CTOpOHE.
ofiHO# cTopoHe. Slnpo Genoro uBera. Snpo 6enoro usera.

HnenTudpuxanus

-Y®-cnektpodoTomeTpus

-TCX*
(anbTepHaTUBHBII METO.)

OanopoanocTs Maccsl

PacrBopenne

Ipumecu**
-ITpumecs B
-ITpumecs C
-ITpumecs D
-ITpumecs F
-Ilpumecs G

Y®-crieKkTp HCIBITYEMOro pacTBOpa A0/XKEeH HMETh
MaKCHMYMbI MOTJIOLIEHHs MPH TEX )K€ JUTMHAX BOJIH,
4yTo M YD-crniekTp pacTBopa craHaapTHoro obpasua
nponageHoHa r’uAPOXJIopUa.

OCHOBHOE NATHO Ha XPOMATOrpaMMe HCIbITYEMOro
pacTBopa no nosoxeHuo (31auenuio Rf), pasmepy u
MHTEHCHBHOCTH OKpPAIUWBaHUs JOKHO
COOTBETCTBOBATh OCHOBHOMY MATHY Ha
XpoMaTorpamMme pacTBopa CTaHAapTHOro obpasia
nponaeHoHa rMAPOXJI0pUAA.

18/20 Tabnetok - He Gonee + 7,5 %;
2/20 Tabnerok - He Gonee 15 %.

He menee 75 % (Q) OT 3asBJIEHHOTO KOJIMYeCcTBa
yepes 45 MuH.

He 6onee 0,20 %;
He 6onee 0,20 %;
He 6osee 0,20 %;
He 6onee 0,20 %;
He 6onee 0,20 %;

- Envunynas HenzaeHtTuduuMpoBanHas

npumech
- Cymma npumeceit

He 6onee 0,20 %;
He 6osee 2,0 %.

MukpoGuonornueckas uncrora**

- Obwee uncno adpo6HbIX
Mmukpoopraiuzmos (TAMC)

- Ob1ee YKCI0 APOHOKEBBIX H
nuecHeBbIX rpu6os (TYMC)

- Escherichia coli

OnnopoanocTh
AO3HPOBAHHBIX eAHHHI

KonunuecrBennoe onpeaesieHue

He 6onee 10° KOE/r
He 6onee 102 KOE/r
oTCyTCTBHEB 1 T

AV £ 15,0 %.

ot 90,0 % n0 105,0 % oT 3asBNEHHOro0 KOJIM4YECTBA
(ot 135,0 mr/Tabn. go 157,5 mr/rabn.)

V(D-cnel(rp UCIIBITYEMOI'0 pacTBOpa UMEET MAaKCUMYMBI MOTJIOLIECHHUSA

NPH TeX e IUTMHAX BOJIH, 4To U Y ®-criekTp pacTBopa
cTaHaapTHoro ob6pasia nponadeHoHa ruaApoXJI0pUaa.

CootetcTBYyeT TpeOOBAHUAM

Mun: -1.1%; Makc: 1.0%
CooTBeTCTBYET TPeGOBAHUAM;

92 %

Co0TBeTCTBYET TPEGOBAHUAM;
CooTBeTCTBYET TPEOOBAHUAM;
CoOTBeTCTBYeT TPeGOBAHHSAM;
CoOTBETCTBYET TPeGOBaHHAM;
CooTBeTCTBYET TPEOOBAHUAM;

CoOTBETCTBYET TPEOOBAHHSM;
CooTBeTCTBYET TPeOOBaHHUSAM;

CooTBeTCTBYeT TPEOOBAHUSAM;

CooTtBeTcTByeT TpeOOBAHUSM;

CooTBeTcTBYyeT TpeGOBaHHAM;
1,9 %

97,9 %
146,9 mr/Tabi.

Onucanne YOAaKOBKH

ITo 10 Ta6netok B Gnucrep neppoprpoBaHHbIA U3
amomuHueBoii onbru u nuenku [IBX.

4 Gnucrepa (40 tabnerok) unu 5 6nucrepos (50
TabJIeTOK) BMECTE C JINCTKOM-BKJIA/(bILIEM
MOMELIAIOT B KAPTOHHYIO NauKy.

ITo 10 Ta6bnetok B Guuctep neppoprupoBaHHBIH U3
amomuHueBoit Gonsru u mienku [BX.

S 6nucrepos (50 Tabnerok) BMECTE C IMCTKOM-
BKJIZIbILIEM MOMELIEHb! B KAPTOHHYIO NAUKy.

MapxkupoBka

@ qualityaustria
SYSTEM CERTIFIED

180 9001:2015 No.01035/1
180 14001:2015 No.00114
1S 45001:2018 No.00873/0

Ha Gincrepe Ha pycckoM si3bIKe YKa3bIBaIOT:
TOProBOe HAaMMEHOBAHHUE JIEKAPCTBEHHOrO Npenapara
(coBnazaer ¢ MeXyHapoHBIM HENaTEHTOBAHHBIM
HanMEHOBAaHHUEM); MEXKTyHapOHOE
HeNaTeHTOBaHHOE HAMMEHOBAHNE Ha aHTTIMHCKOM

FORMO004044/4
Ref.Doc:SOP002363/v.v

Ha Gancrepe HA PycCKOM fi3bIKe YKA3bIBAKOT:
TOproBOe HaMMEHOBaHHeE JIEKAPCTBEHHOro npenapara
(coBnajaet ¢ Mex 1y HapOIHBIM HeraTeHTOBAHHBIM
HauMEeHOBaHHEM); MEXIYHAPOIHOE
HenaTeHTOBaHHOE HaHMEHOBaHNE Ha aHFIHHCKOM
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ALKALOID

AJIKAJION/I A/l Ckonbe
Pecny6inka CeBepnas Makenonus

KOHTPOJIb KAYECTBA

Jara ceprudpukara: 23.07.2025
Jarta ananusa cepun: 22.07.2025
Jara npoussoacrea: 10.06.2025

CpoK roaHocTH:

CEPTH®HUKAT AHATU3A N°: 40000225644

HAUMEHOBAHUE ITPEITAPATA: IIponadeHon, Ta6/ieTKH, MOKPHITHIE JIeHOYHO# 000s10uKoii 150 mr Ne 50

05.2028

CEPHUA N°: 1134059

Ipoussoaurens: AJIKAJIOU]] Al Ckonbe, BynsBap Anekcanaap Makenoncku 12, 1000 Ckomnse, Pecry6imka

CesepHas MakezoHus

B COOTBETCTBUMU C: Buytpennum cranaaptom IS-3003/0142-242

OTrpyxeHHoe KosmnvecTBo: 6988 wr.

IHHAPAMETPbI CIIELITH®HKALIHA

PE3Y/IBTATBI

A3BIKE; JIEKAPCTBEHHYIO (JOPMY; 103UPOBKY; JIOrOTHUII
JIepKaTelis perHCTPalMOHHOTO Y0CTOBEPEHH;
HOMEPp CepHH; JaTy OKOHYaHHS CPOKa OZHOCTH.

Ha xapTonnoii nauke Ha pyccKOM si3bIKe
YKAa3bIBAKT: TOProBOE HAHMEHOBAHHE
JIEKapCTBEHHOIO npenapara (CoBNnajaer ¢

MEXTy HApPOIHbIM HENaTeHTOBAHHBIM
HaHMEHOBAaHHEM); MEK/TyHaPOIHOE
HEMaTeHTOBAHHOE HAMMEHOBAHHE Ha AHTJIHHCKOM
A3bIKE; JIEKaPCTBEHHYIO (hOPMY; I03MPOBKY;
KOJIHYECTBO Tab/IeTOK B YNaKOBKE; HAMMEHOBAaHHE U
coaepkaHne eHCTBYIOLIEro BEIeCTBa B OAHOM
Tabnerke; «ColepKHUT JIAKTO3bl MOHOTHAPAT.»;
crnoco6 npumeHeHus: «Jlis npuemMa BHyTpb»;
YCIIOBHS OTIYCKa; YC/IOBHS XPaHEHHUS;
NpeaynpeanTENbHYIO HAAMUCh: «X PAHHTH B
HEJOCTYNHOM /ISl 1eTel MecTe.»; HOMEp
PEerucTPaLMOHHOrO Y0CTOBEPEHHUS: «Per. ya.:»;
JIOTOTHII JIepiKaTeis PErnCTPallHOHHOTO
yIAOCTOBEPEHHMS; HAHMEHOBaHHE H aZipec AepkaTens
PEruCTPaLMOHHOrO Y10CTOBEPEHHS,;

HoMep cepun: «Cepusi:»; 1aty npousBozcTea: «/lata
NPOM3B.:»; AaTy OKOHYaHUA CpoKa rofHocTy: «["oaeH
110:»; wrpuxoBoit kox EAN-13; 3aBoackue
TEXHOJIOTHYECKHE KOJIbI M 3HaKH*; HH(OopMaLuio uis
MOHHTOPHHTIA IBHXKEHHUS JIEKAPCTBEHHBIX
TpenaparoB OT MPOU3BOMTENS 10 KOHEYHOTO
NOTpeGHTENS, BKIIOYAIOLLYO CPEACTBO
HIEHTH(HKALIMY B BUJIE IBYMEPHOTO LUITPUXOBOTO
KOJ1a M OTAENbHO HH(POPMALIHIO, KOTOPYIO CONEPXKHUT
CPEeACTBO HACHTH(UKALMH, B BHIE YUTAEMOTO
ne4yarHoro Tekcra (rnobanbHblit
MIEHTH()UKALMOHHBIH HOMEP TOPrOBOH €MHHULIbI
«KIT:», uHAMBUAYANbHBIN cepHitHbI HOMEP
TOproBoi eanHULBl «CH:»)**,

* - 3a600cKuUe MeXHONO2UYECKUE KOObI U 3HAKU
YKQ3b16alOMCs npu NPOU3B00CMEEHHOU
HeobX00uMocmu, U uUx 6U0 U MECMOPACNONONCEHUE
MODICem MEHAMbCA 8 3a6UCUMOCTU OM
mexHonozuueckux ocobenHocmeii npou3eoocmea.

*% . Mecmopacnonoxcenue uHgopmayuu moxcem
MEHAMbCA 8 3A6UCUMOCMU OM MEXHONOSUYECKUX
ocobenHocmeti npou3goocmea .

JIoMONHUTENBHO YKa3bIBAIOT TOPrOBOE
HaHMEHOBAHHE JIEKapCTBEHHOTO Npenapara u
1103upoBKY LpHdTOM Bpaiins Ha pycckoM A3bIKe.

A3bIKE; JIEKAPCTBEHHYI0 (OpMyY; 103HPOBKY; JIOTOTHI
JiepKaTesis PErHCTPALHOHHOIO Y10CTOBEPEHHUS;
HOMEp CEpHH; 1aTy OKOHYaHHs CPOKA rOIHOCTH.

Ha xapTonHOii nauke HA PyCCKOM fA3bIKe
YKa3bIBAKOT: TOProBOe HAHMEHOBAHHUE
JIEKapCTBEHHOrO npenapara (CoBrnaznaer ¢
MEXTyHapOIAHBIM HENaTeHTOBAHHBIM
HauMEHOBAHHEM); MEXyHapOHOe
HEMaTeHTOBaHHOE HAaUMEHOBAHHME HA AHTIIMHCKOM
A3BIKE; JIEKAPCTBEHHYIO (pOPMY; ZI03HPOBKY;
KOJINYECTBO TabJIETOK B YNaKOBKe; HAUMEHOBaHHUE U
cofepxaHue JeiCTBYIOLIEro BeLecTBa B OHON
Tabnerke; «ConepIKUT JIAKTO3BI MOHOTHJIPAT.»;
crnocob nmpuMeHenus: «Jis npuemMa BHYTPb»;
YCIIOBHS OTIYCKa; YCIIOBHS XPAHEHHUS;
npeaynpeauTeNIbHYIO HaANUCh: «XPAHHTH B
HEJIOCTYITHOM /ISl 1eTeil MecTe.»; HoMep
PEruCTpaLMOHHOr0 YA0CTOBepeHus: «Per. yai.:»;
JIOTOTHI A€pKaTesisi PEruCTPALlHOHHOTO
yZIOCTOBEPEHHSA; HAMMEHOBAHUE H aJIpec JepKaress
PEruCTpPaLMOHHOrO YI0CTOBEPEHHUS;

HoMmep cepun: «Cepus:»; naTy npou3Bo/cTsa: «Jlata
TPOM3B.:»; IaTy OKOHYaHHA cpoka roaHocTh: «[ozen
J10:»; wrpuxoBoit koa EAN-13; 3aBoackue
TEXHONIOTHYECKHE KOJIbI U 3HAKH; WH(POPMaHIO [1s
MOHHMTOPHHIA JIBHXKEHHS JIEKaPCTBEHHBIX
Npenaparos OT NPOU3BOAUTENA 10 KOHEYHOrO
noTpebuTeNs, BKIOUAIOLIYIO CPEICTBO
HaeHTH(HUKALMK B BUZIE IBYMEPHOTO LITPHXOBOTO
KOZIa M OTAENBHO HH(POPMALHIO, KOTOPYIO CONEPKHUT
CpeaCTBO HACHTH(UKALMH, B BUIE YHTAEMOTO
neyaTHOro TekcTa (rnobanbHbli
HAeHTHOHKALMOHHBIH HOMEP TOProBO# €MHHUIIBI
«KIT:», uHaAMBUAYNbHBIH cepuitHbIi HOMED
Toproso#t eaunuibl «CH:»).

JIONONHUTEIBHO YKa3bIBAIOT TOProBoe
HaWMEHOBAHHUE JIEKapPCTBEHHOrO Npenapara 1
J103UpoBKY pudTom bpaiins Ha pycckoM s3bike.

Yc10BuA XpaHeHus I1pu Temneparype He Bbilie 25°C B OPHIHHANBHO# YIAaKOBKe [Tpu Temnepatype He Bbile 25°C B OpUTHHANEHON YNaKOBKE
(6nucrep B nauke). (6nucrep B nauke).
Cpok roanocTu (CPOK XpaHeHns) 3 roaa 3 rona
[Tpumeyanue:

* WcnbiTauus N0 noKasaresito NpoBoaATcs | pa3 B roJ Ha OZHOM CEpUH.

** TecT He ABNAETCA PyTHHHBIM. [Toka3are/b ka4ecTBa KOHTPOIHPYETCS POM3BOIUTENIEM NIPH BBITYCKE MPOYKTA HA OAHON CEPHH B FOA.

IToka3zarens MOXeT OTCYTCTBOBATh B CCpTHq)MKaTC aHallu3a Mpou3BOAUTEIA.

@ qualityaustria

FORMO004044/4
10 Sevei 3016 Naootsin Ref.Doc:SOP002363/v.v

150 45001:2018 No.00873/0
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ALKALOID

AJIKAJIOUJI AJl Cxonbe Hara ceprudukara: 23.07.2025

Pecny6iuka CeBepnas Makexonns 3 JaTta ananusa cepun: 22.07.2025
Harta npoussoacrtea: 10.06.2025

KOHTPOJTIb KAYECTBA

Cpok roaHocTu: 05.2028

CEPTH®UKAT AHATU3A N°: 40000225644

HAMMEHOBAHME ITPEIIAPATA: IIponadeHoH, Tab/1eTKH, NOKPBIThIE MJIEHOYHOI 000s1049K0ii 150 mr Ne 50
CEPHA N°: 1134059

Mpoussoautes : AJIKAJIOWJ] ALl Cxonbe, ByneBap Anexcannap Makenoncku 12, 1000 Ckonse, Pecry6nuka
CeBepHas MakenoHus

B COOTBETCTBMMU C: Buyrpennum cranaaptom 1S-3003/0142-242

OTrpyxeHHoe koJu4yecTBo: 6988 wir.

ITAPAMETPbBI CIIEHU®HKALIHA PE3YJIBTATBI

JTa cepusi NPOAYKTA GbLIA NPOAHATH3IHPOBAHA B co0TBeTcTBHM ¢ TpeGoBanusimu GMP EADC u coorBercTByer ciennpuKanmuu.

IIpoBepeHo pykoBoauTeIEM VTBEpXkKIEHO OTBETCTBEHHBIM JIMLIOM 10 KOHTPOJIIO KauyeCTBa
n1abopaTopHu KOHTPOJISE KauyecTBa: JUISL KKJIOW CepUH JIEKapCTBEHHOTO CPEe/ICTBA:
Muona MaHnacoBa I'opnana MutpoBcka

DTOT AOKYMEHT (POPMHUPYETCA B 3JIEKTPOHHOM BHJI€ U TOIKCAH JIEKTPOHHOH MOIIMHCEHIO.

@ qualityaustria
FORMO004044/4
o seaots oo Ref.Doc:SOP002363/v.v

1S0 45001:2018
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PEAEPAABHAR CAVXKBA TIO HAAZOFY
B COEPE 3APABOOXPAHEHMA

«CBefeHnA, BHeCeHHble B aBTOMaTU3MpPOBaHHYI0 MHOPMaLMOHHY0 cncteMy PocsapaBHaj30pa nepef BBOAOM B
rpaxaaHckuim odopoT cepuii, NapTUn nekapcTBeHHbIX cpencTs/ NHpopmauna o BuldaHHbIX Poc3gpaBHaA30p0oM paspelleHmax
Ha BBOJ, B rpaxAaHckuin odopoT B Poccuinckon degepanum cepun nav naptmm MMMyHOBMON0rNYeCcKoro 1eKapcTBEHHOM

npenapaTa, no coctoAHuio Ha 01.09.2025 20:32»

IMucema 0b
Jlara BHecenHs B Mpoussoaurens Opranusanus, Homep Homep, nara JIC
AHC ToproBoe HaHMeHOBAHHE (BBITyCKAIOMMA Crpana C O CTaHsIX np TBA HopmaTHBHAs IOKYMEHTAUHS BbLINYCTHBIAS B CepHH, PaspeleHHst Ha = ( OM:
Pocanpasnanszopa KOHTPOJb) rpaxaanckai obopor napTHH HI I;m‘rnr,
. AJIKAJIOHJ Al Ckonse, Pecnybimka Cepeprasi Makenonus
npom,‘bwo"' mﬁnﬂ.m' (Mpoussogutess (rorosoit JI®)); ATKAJIOU]I AIl Cxonbe,
NOKPHITHIE [LIEHOYHOR AJIKAJIOH AZL Pecny6auka PecnyBmxa C o v cbacosux (5 000
3.08. 2 2 & -Not -(PT-RU)-130723 3405 -
13.08.2025 «;’xmnqxoﬁ 150 mr 10 w., Ciiciine Cesepnas nlepBmusyio yraxosxy)); AJIKAJIOHT Al Cxonse, Pecnybanxa JII-Ne(000649)-(PT-RU)-13072 "AJIKAJIOM/-PYC" 1134059
IMCTEPHI (5), Nauku Maxkenouus y
Cesepnast Makejouus (Y nakoBmuk/(pacosmmk
KapTOHHbie/ ~
(BTOp! ‘TpeTHuHas y )




