AO «KAKPUXHWH»

SOP004510

PASPEHIEHUE HA PEAJIM3ALIAIO Ne 441 2026

HAMMEHOBAHUWE NPOAYKIHNMU I'T:

CYMAMMUI'PEH TABJIETKY, ITOKPBITBIE INIEHOYHOU
OBOJIOYKOM, 100 MI" Ne6

CTPAHA-UMIIOPTEP: IMonpmra

MEXIAYHAPOJHOE HEITATEHTOBAHHOE Cymarpurnran

HAUMEHOBAHMUE:

HOMEP CEPUMN: 10326

KOA MPOAYKTA I'll: SMMG-1802-800

YIHAKOBKA: 6 . - 6uucrepsl (1) - mauku KapTOHHBIE
JATA ITPOU3BOACTBA 13.03.2026

I'OJAEH J10: 03.2031

OBBEM IMOJIYYEHHOM IMTPOAYKIIAA 17280 YITAK

(YIIAKOBKH):

PETUCTPAIIMOHHOE YJOCTOBEPEHMUE:

JITI-Ne(000805)-(PT-RU)

HAMMEHOBAHUE U AIPEC JEPKATEJIA
PEIT’HICTPAIIMOHHOI'O YIOCTOBEPEHUA:

Pharmaceutical Works "POLPHARMA" SA PL,83-200,Starogard
Gdanski,ul.Pelplinska 19

HAMMEHOBAHUE U AJIPEC TIPOU3BOJCTBA
TOTOBOM JJEKAPCTBEHHOMW ®OPMBbI:

dapmanestrdeckuii 3asoa "[IOJIbOAPMA" AO [[lonsma]/ Pharmaceutical
Works "POLPHARMA" SA, 19 Pelplinska Str., 83-200 Starogard Gdanski,
Poland

JULEH3USA Ne 040/0105/15

CEPTU®UKAT Ne GMP/EAEU/KG/00005-2024

HANUMEHOBAHMUME U AJIPEC ITPOU3BOACTBA @apmanesruueckuii 3aBox "TIOJIbBOAPMA" AO [ITonsma)/ Pharmaceutical

MEPBUYHOM YIIAKOBKM: Works "POLPHARMA" SA, 19 Pelplinska Str., 83-200 Starogard Gdanski,
Poland

JULEH3UA Ne 040/0105/15

CEPTU®UKAT Ne GMP/EAEU/KG/00005-2024

HAMMEHOBAHMUME U AJIPEC TIPOU3BOJICTBA ®dapmanesrrdeckuii 3aBoa "[IOJIbOAPMA" AO [[onsma]/ Pharmaceutical

BTOPUYHOM YIIAKOBKM: Works "POLPHARMA" SA, 19 Pelplinska Str., 83-200 Starogard Gdanski,
Poland

JUIEH3USA Ne 040/0105/15

CEPTU®UKAT Ne GMP/EAEU/KG/00005-2024

HAMMEHOBAHME M AJIPEC ITIPOU3BOAUTEJISA
(BBIITYCKAIOIINU KOHTPOJIb KAYECTBA):

JIMIEH3UA

CEPTUDUKAT

®dapmanerryeckuii 3asoa "[IOJIbOAPMA" AO [[lonsma]/ Pharmaceutical
Works "POLPHARMA" SA, 19 Pelplinska Str., 83-200 Starogard Gdanski,
Poland

Ne 040/0105/15

Ne GMP/EAEU/KG/00005-2024

Hal—ll—laﬂ cepust ObLIa npou3sBeAcHa, BKJIIOYasl YINAKOBKY M KOHTPOJb KadYeCTBa, Ha Bbmleymwam{oﬁ l'lpOl/l3BOI[CTBeHHOl7]

IJiomaake B moJIHOM COOTBETCTBHH C TpeﬁOBaHHﬂMH c¢GMP nesieBoro PbIHKAa H perl/lCTpa].ll/IOHHOﬁ noxyMeHTauneﬁ.

HpOl/I3BOZ[CTBO CepuH, YMAaKOBKAa U aHAJIU3bI ObLIH MPOBEPEHBbI U MPU3HAHBI COOTBETCTBYHOIIIMMHA cGMP.

KadectBo npoaykra coorercTByeT TpedoBanusim JIII-Ne(000805)-(PT-RU)-170425 n noaTBep:kAeHO cePTU(HUKATOM aHAIN3A

Ne CoA - 33447 ot 27.04.2026.

Hacrosimum noATBep:k/1alo0, YTO BbIlIEyKa3aHHAs CepUs pa3pellleHa K peaJu3anuu.
JOKyMeHT noanucaH 3J1eKTPOHHbIM c1IOCO00M U AeiicTBUTE/IeH 0e3 cOOCTBEHHOPYYHOM NMOANUCH.

YnonnomouenHoe jquno Pymsnnesa O.M. Ilpuka3 Ne 146 ot 02.03.2026

JOBEPEHHOCTHD OT IOCTABIIHUKA:

6/ ot 08.12.2025

Jara BeIITycKa: 13.07.2026 09:48:43

Jlata pacneuaTku: 13.07.2026

Jlvet 1 mn3 1




o Polpharma

Ceprudurar o kauecTBe Ne 33447
BbigaHn: 27.04.2026 .

SAPMALIEBTUMECKNI 3ABOL
yn. MenbnnuHscka He 19

83-200 Craporapa MaaHbcku, MOMbLA
Ten. +48 58/563 16 00

hakc  +48 58/562 23 53

HaumenoBanune Topapa: CYMAMMI'PEH Ta6/1eTKH NOKPBIThbIE IIeHOYHOH 000a0uKoi 100 Mr

HNnaexc: SMMG-1802-800
Cepus: 10326

(6auctep) 6 Tabnerkn /RU/

JlaTa H3roToBAeHHUs 13.03.2026
CpoK rogHocTH 03.2031
KosHyecTBO YIAKOBOK B CEPHH 17280 x 6 Tabu.

IlokasaTean TpeGoBauus Pe3vabTaT MCNBITAHHS
Onucanue Tabnerxu 100 MT: NpoIONroBaTHE,
Jlns Tabnerox 100 MI: IpoA0JIrOBaThIE, JBOSKOBEITYKIIBIE .
" N JIBOSIKOBBITYKJIBIE, TOKPBITHIE INIEHOYHOR
TabneTKH, MOKPHITHIE TEHOYHOI obonoukoii 6enoro N
060J104K0H GeIoT0 1IBETA, Ha H3NOME 0ETI0TO
LBeTa, Ha u3noMe 6enoro 1eera
1Bera
Haentndukannsa
-Yo VY@ - crexTps! NOTIOIICHUS Y@ - CIIEKTPHI NOTTIONICHHUS
cnekTpodoToMeTpUsI HCTIBITYEMOTO PacTBOpa U UCIIBITYEMOTO pacTROpa U
CTaHAAPTHOTO pacTBopa B 00J1aCTH 0T CTAHAAPTHOI'O PacTBopa B 00JI4CTH OT
190 o 350 HM AOMKHEI HMETh MAKCHMYMEI OTTIOICHHSA 190 10 350 HM UMEIOT MaKCHMYMBL
mpu (229 £2 Y um u (285 £ 2) 1M [OrJoNeHus 1pH (229 +2 ) HM 1
(285 +2)um
- BOIKX Bpems ynepx1BaHHsS OCHOBHOIO IIMKd Ha XpOMATOrpamMmme Bpems ynepakHBaHUA OCHOBHOTIO IIMKA HA

HCHBITYEMOTO PacTBOpa JOIDKHO COOTRETCTROBATE
BPEMEHH YICP/KHBAHU OCHOBHOI'O IIHKA HA
XpOMAaTorpaMMe CTaHZAPTHOTO PacTBOpPa

XpOMATOIPaMMe HCIIBITYEMOTO PacTRopa
COOTRETCTBYCT BPEMEHH YASPKHABaHHA
OCHOBHOTO NHKA Ha XpOMAaTOIrpaMMe
CTAHAAPTHOTO PacTROpa

Cpeanss macca (MeToAMKAa HUPMBI) Hoszuposka 100 mMr: 610 Mr £5 % 612,8 Mr
PacrBopenne He mence 75 % (Q) C1aH21N3028 (cymarpunrana) ot 95,2 %

- YO cnexrpodoTomMeTpHs

3adBJIEHHOTO KOJIMYECTBA JOJDKHO epeiitn
B pacTrop 4epe3 30 Mun.

(MuH. 92,0% maxc. 97,4%)

IIpumecu
- BOXKX

Ipmmeck A - e Gonee 0.6 %

TIpumecs H - ve 6onee 0,3 %

kaxzaas uz npumeceit B,C,D —
ue 6onee 0,5 %

eIUHHTHAS HEMACHTUHIMPOBAHHAS IIPUMECH —
me 6onee 0,2 %
cymma npumMeceii - ge 6osee 0,6 %

ITpumecs A - 0,07 %
Ipumecs H - 0,03 %
Hpnmeck B - menee 0,05 %
TIpumecs C - menee 0,05 %
Tpumecs D - menee 0,05 %

menee 0,05 %
menee 0,05 %

MukpoGHnogoruieckan YHCTOTA*

Kareropus 3A (TBepable (HEBoIHBIE) IpenapaThl A
MpHEMa BHYTPB):
O61ee uucao aspobHEX MukpoopranusMos (TAMC) - ve
6onee 10°KOE/T,
o0l1iee YHCTO APOAIKEBEIX U INecHeBBIX rpuboB (TYMC)
— ne 6onee 102KOFE/T,
Escherichia coli orcyrcrBue B 1 T

Menee 10° KOE/r

menee 102 KOE/r
OTCYTCTRYIOTB 1 T

OaHoOpoOAHOCTb A03HPOBAHHBIX

eAMHHIL B coorBercTBHM ¢ TpeGOBAHUAMH 1,8%
T'® P® uau E®, cnocob npsiMoro

onpeaeneHHn

- Y®-cnexrpooromerpus

KosnuecTBeHHOE onpenesieHHe Ot 95,0 mo 105,0 % Ci1aH21N3028

BXKX (CYMaTpUNTAaHa) OT 3a9BJICHHOIO KOJIMYECTBA 97,9 %
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o Polpharma

GAPMALIEBTUYECKIAY 3ABOT
yn. MenennuHbcka He 19
83-200 Craporapp MaaHbeku, HOMbLUA

Ten.
chaxc

Cepruduxat o kauyecTBe Ne 33447
Boigan: 27.04.2026 1.

+48 58/563 16 00
+48 58/662 23 53

HanMenoBanne ToBapa: CYMAMMI'PEH ta6/ieTkH NoKpbIThIe M1eHO4HOI o6onoukoi 100 mr

Hunexc: SMMG-1802-800
Cepus: 10326

(6aucTep) 6 Tabnerku /RU/

OnucaHue ynakoBRKH

TTo 2 unu 6 Tabrerok B 6uctep U3 GoIbTH AMIOMMHHAEBOH
TBEP/IOH, TIOKPHITON JaKOM, H JIAMHHATA [JIS1 XOJIOAHOTO
hopMoBaHHUL.
1 6aucrep mo 2 wiH 6 Tabnerok uny 2 Gructepa no 6
TableToK BMECTE ¢ JIMCTKOM-BKIIAABILIEM TIOMEHIAIOT B
KapTOHHYIO A4KY.

ITo 6 Tabnerku B 6aucTep U3 Goasru
aNIOMHUHIEBOH TBEPAOH, HOKPHITOH TaKOM, U
namMuHaTa 1 xonogHoro gopmoBanus. 1
Ginctep 1o 6 TabneTok BMECTE C TUCTKOM-
BKJIANBILEM IOMELICHB! B KAPTOHHYIO NavukKy.

MapkupoBka

TlepBuunas ynaxoska (GnucTep):
Ha 6aucrepe yka3mIBaroT:

TOProBOe HaUMEHOBaHe IIPENapaTa, MEXIyHAPOJHOE
HENAaTCHTOBaHHOE HAUMEHOBAHHUE Ha PYCCKOM U
AHTTIMICKOM A3BIKE, TEKapCTBEHHYIO (HOPMY, JO3UPOBKY;
JIOTOTHII, HAUMEHOBAHHE U CTPaHy IPOU3BOAMTENSA; HOMEp
CEepUM, JATY HCTCYEHHS CPOKA TONHOCTH.,
BTopuuHas YIIakoBKa (KapTOHHAS Mayka):

Ha nauxe yxa3blBalOT: TOProBoe HaUMEHOBAHUE
Tpernapara, MeKIyHapOIHOE HENlaTeHTOBaHHOE
HAWMEHOBAHUE HA PYCCKOM M aHMTHHACKOM A3LIKE,
JIEKapcTBeHHYIO GOpMYy, JO3HPOBKY, KOJIHUECTBO
TabNeToK B YIIAKOBKE, HAUMCHOBAHUE M COLEPKAHHE
JIeMCTRBYIOIIETO BEIIECTRA B OZIHOH Tabnerke,
npeaylpeauTenbHble HaanucH: « CoAepyKHT KpacuTenb
myHuosstii [Tlonco 4R} (E124) 1 nakToss MoHOrMApar» -
s Tabnerox SO Mr 1 «CoaepxuT JakTO3b1 MOHOTUAPAT»
- misa tabaerox 100 mr, «Crioco0 NpUMEHEHHS: CM.
HHCTPYKIHIO TI0 MEIHUIIMHCKOMY TIPHMEHEHUIO (JINCTOK-
BKJIQJIBIND)», « {7 KyTHPOBaHHUS IPUCTYTIOB MUTPEHU,
«He upuMeHATS IIpenapar Iocjie HCTe4eHHs Cpoka
TOMHOCTHY, coco6 MPHMEHEHHUS, YCIOBHS XPaHCHHUA,
YCIIOBHS OTITyCKa, « XpaHHTh B HEAOCTYITHOM A7 AeTei
MECTE»; HAMMEHOBAHUE, aJpec U JIOTOTHII JlepIKaTels
PETHUCTPALIHOHHOTO YIOCTOBEPEHHS; HOMED CEpHH, ATy
HCTEYEHHs CPOKA TOHOCTH, HOMEP PETHCTPAIHOHHOTO
YZAOCTOBEPEHHS, IITPHUX-KOX.

JonomHuTenbHO MOTYT ObITh HAHECEHB! CPEACTBA
HAEHTHQUKALINHY, 2 TAKXKE MOKET OLITh HAHECEHA
HakJelika, 00ECTIeUHBAIOINAS KOHTPOL IEPBOTO

HGQBH'-IHa}I YIaKOBKA | 6J'II/ICTCQ )

Ha Gnucrepe yKkazaHEL:

TOProBOC HAUMCHOBAHHE MPENapara,
MEX/yHapOHOEC HENATEHTOBAHHOE
HaMMEHOBaHME HA PYCCKOM H aHIITHHCKOM
A3BIKaX, leKapcTBeHHAs GopMa, JO3HPOBKA;
JIOTOTHII, HAMMEHOBAHKE U CTpaHa
NPOU3BOIHTEIIS; HOMEP CEPHUH, JlaTa
HCTEUYESHUS CPOKA FOTHOCTH.
BropuuHas vriakoBka (KapTOHHAS a4Ka):
Ha nayke ykasaHbl: TOPrOBOE HANMEHOBAHHE
mpenapara, MexIyHapoJHOE
HENaTCHTOBAHHOE HAUMCHORAHME HA PYCCKOM
Y aHTTIMHCKOM SI3BIKAX, JIeKapcTBeHHas hopMa,
JIO3HPOBKA, KOJINYECTBO TabJIETOK B YIIAKOBKE,
HAMMEHOBAHHE U COAepkaHue NeHCTBYIOIETO
BEILECTBA B OJIHOM Tab/IeTKe,
npeaynpeautensHele Haanucu: « Coaepxur
JIAKTO3BI MOHOTHAPATY, «Cnocob
[PUMEHEHHSA: CM. HHCTPYKIHIO 110
MEIULUHCKOMY NPAMEHEHUIO (JIMCTOK-
BKJIAJBINI)», «JIns KymipoBaHUS IPHCTYTIOB
MHTPEHI», «He NpHMEeHITh Ipernapar nocie
HCTEUYCHHA CPOKa FOJHOCTHY, CII0c00
TIPHMEHEHNS, YCIIOBHA XPaHEHHs, YCNOBH:A
OTIYCKa, « XpaHHTh B HEAOCTYITHOM AJIA JeTel
MecCTe); HAMMEHOBAHUE, AIPEC U JIOTOTHUII
JIEPAKATENIS PETHCTPAITUOHHOTO
YIOCTOBEPEHHS; HOMED CEPHUH, JaTa
HCTEYEHHS CPOKa TOTHOCTH, HOMEP
PErucTpalMoOHHOTO YAOCTOBEPEHHS, IITPUX-
KOJI.

JIOTOMHUTENEHO HAHCCEHE] CPEACTBA
uneHTAQUKANHMY, a TAKKE HaHeCEHa HaKeHka,
ofecneunBaolias KOHTPOIb NEPBOTO

BCKPBITHL.

BCKPBITHA,
IIpuMeuanue: JlaTa Npou3BOACTBA BKJIFOUEHA B HOMED IIpumeuanue: JlaTa MpOU3BOJACTRA BKIIOUEHA
Cepun B HOMEP CCPHH
YcnoBus XpaHeHUsA IIpu TemnepaTyvpe He eimie 25°C. IIpu Temueparype He Boitue 25°C.
Cpok roanoctH (XpaHeHus) 5 mer 5 ner

*He sBiaerca PYTHUHHBIM KOHTPOJICM. Hcenmranuio HOABEPrardTca TpU NEPBEIE NPOU3BOACTBCHHBIC CEPHHU, 3aTEM KaKIasn 10-s CEpHs, HO HE PEKE, UM OJ1HA CEpus B TOX.

YKazaHHbIH B HACTOSIIIEM cePTH(HHKATE TOBAP MO KaYeCTBY cOOTBeTCTRYeT TpeGoBanuam: JIII-Ne(000805)-(PT-RU)-170425

Paspaboran:
M.Drézkowska

(™)

Hposepuan:
;'Szjajber

YTBepauI:

PyxoBoauten JlemapramenTa

KonTponsa Kauects

Daniel dastrzebski

P

kb
Szef Lapofatorium Przygotowawczego
Kot dci
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