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Dumuan AO «BEPODAPM»
B I. benropone

OTtnen KoHTpONS KayecTsa

Hacmopr kauecTsa Ne 2 ot 24.02.2026

Toprosoe HaumenoBanue [Jodacron®

JlexapcTBennas hopma u Ao3upoeka Tabnetku, nokpeIThie miIeHO4HOMH 060104KOM, 10 Mr

Homep cepuu 20126

Hanmenoranne A®C Jlunporecrepon rpamyiisi
[pounzsonurens ADC Abbott Biologicals B.V., Netherlands
Howmep cepun AOC 377883, 378163

Kosuectso npogykimm B cepun (yn.) 13013

Hara npouseoacrea 01.05.2025

Hara nposenewus ucrsrranmii 14.02.2026 — 24.02.2026
Hopmarusnas nokymenrauus JII1-Ne(001546)-(PI'-RU )-220323

Haunmenopanne Pesyubratel
Tpeboranus HJT Y %
NoKazaTesis UCTIBI TAHHI
Kpyrabie, 1BoskoBbInyKiIble TabmeTKY
6enoro 1peTa, Co CKOIEHHBIMU KPasMH
Kpyriibie, ABOAKOBBINyKIbIe TaGneTky Gesoro nBera, TR, & ?
NOKPBITBIE MIEHOYHOI 060m0uKoii, ¢
€O CKOIIEHHLIMH KPasiMH, HOKPBIThIE [IEHOYHOM i
Onucanue = " 2 PHCKOIi HA O/IHO} cTOpOHE, C
0007104KO, ¢ pHCKOli HA 01HOI CTOPOHE, ¢
rPaBUPOBKO#L «155» ¢ obeux cropon ot
TPAaBUPOBKO# « 155» ¢ 06erX CTOPOH OT pHUCKH.
PHCKH,
CootBercTBYeT
Bpewmsl ynep:kuBaHus 0CHOBHOTO myKa Ha
XpOMaTOrpamMme UCIBITYEMOTO PACTROPA JIOMKHO
COOTBETCTBOBATH BPEMEHH yAEPKUBAHHUS OCHOBHOTO Cootserctayer
TIHKa Ha XpoMaTo-rpamMMe PacTBOpa CTAHIAPTHOrO
obpasua auaporectepona
HWnentndukanms V®-criekTp noriouenys 0CHOBHOrO NMuka Ha
Xpomarorpamme (BIXKX) ucnbityemoro pactsopa,
CHATHI B iianazore oT 210 1o 400 uM u CIEKTp
CootBeTcTBYET
OCHOBHOTO MMKa Ha Xpomarorpamme (B2XKX)
pacTBoOpa CTaHAapTHOTO 06paslia UMEIOT MAKCHMYMbl
IPH OJIHHX M TEX XK€ JUTMHAX BOJIH
PactBopenne He menee 75 % (Q) uepes 45 mun. 104 %

PoncTeennsie npumecn:
- mobas eauHUYHas

i MUHHEBOI
W@pmmﬁ o Gosibru - amomuHue
J1aRAPOBAHHOI.

8 GIUCTEPOB BMECTE € JHCTKOM-
MKy 13 KapToHa.

npuMechk He Gonee 0,2 % He o6uapyxena
- CyMMa IpuMeceii He Gonee 1,0 % He o6Guapyxena
OnHopoaHoCcTh
AHOPGZHO Jins 10 tabaetox: AV < 15,0 2,6 %
JIO3UPOBAHHBIX €HHMIL
OJHYECTBEHHOE
i 9,5 mr—10,5 mr 10,0 mr
onpesieNieHue
Muxkpobuonoruueckas
“p a Kareropus 3A CootBercThyeT
YUCTOTA
ITo 20 TaGnerox B 6mucTep W3 mIeHKH
NIOJIMBUHUIXIOPUAHON W (DOJIBTH  AMOMHHHEBOI
nevaTHoOl naknposanHoil. ITo 1 Gnuctepy Bmecte ¢ | 14 Tabnetok B Gnucrep w3 meHkw
JIHCTKOM-BKJIAZIBILIEM B [TAYKY M3 KAPTOHA. TOJIHBHHUIXIIOPH AHO u ¢onbru
Vnakoska [lo 14 rtabnetok B OGaucTep W3 MIEHKH | ATOMUHHEBOI ne4aTHOH 1IaKMpOBaHHOH.

8 OmMCcTEpOB BMecTe C  JIMCTKOM-
BK/A/IbIIIEM B Ma4Ke U3 KapTOHA.
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Dunuan AO «BEPODAPM»

B I. benropone

Otnen xouTpons xauecTsa

IMacnopr xauecrna Ne 2 or 24’.02.2026

Toprosoe nanmerosanue Jlodacron®

JlexapcTBennas Gopma u nosu
Homep cepum 20126

poBka TabneTku, MoKpbIThie MIeHOYHO 060710uKoi, 10 Mr

Haumenosaune ADOC Junporecrepon rpanyiist
Ipoussoaurens A®C Abbott Biologicals B.V.. Netherlands

Howmep cepun A®C

377883, 378163

Konuuectro npoaykiu s cepuu (ym.) 13013

Hara npoussonctra 01.05.2025

Jlara npoeenenus ucnsiranmii 14.02.2026 — 24.02.2026
Hopmarusnas nokymenrarms JITT-Ne(001546)-(PT -RU)-220323

IITPUX-KOJl, HAMMEHOBAHHE U CTPAHY NPOM3BOMTENS,
HAaUMEHOBaHHE " CTpaHy HepKaTeNs
PErUCTPALIMOHHOIO YAOCTOBEPEHNMA, HOMEpP CEpHH,
Aary NpoM3BOACTRA, «[0feH 10:».

Ha xapmounoti nauxe wua aunenutickom sswixe
Oononnumensro ykaseiearom: MHH, TOBApPHbBIE 3HAKH
¥ HHTEPHET-anpec KoMnanuu 36601t. Ha kapmonnoii
nawke  wpupmoym  Bpaiing  moocem  6uime
OONOIHUMENbHO YKG3GHO: TOPrOBOE HAMMEHOBAHHE
npenapara, 103MpOBKa.

JlononsutensHo  Ha  nauky KapTOHHYI0, ©
TOPeNyCMOTPEHHOH  BO3MOMKHOCTBHIO MOHHTOPHHra
ABIDKGHHS  JIEKapCTBEHHOTO  Mipemapata ot

MPOM3BOAMTENS 1O  KOHEYHOro  moTpedurens,
HaHOCATCA CpencTBO uaeHTuukamud, SN, GTIN,
HICHTH(HKATOPBI IPUMEHEHNs (1Ba W GoJiee 3HaKa,
PACIIOJIOXKCHHBIX B HAyajle SJEMEHTHOH CTPOKH M
OTPEAEAAIOUINX 3HAYCHHE U POPMAT [0JIs NAHHBIX).

T
A

Haumenoeanue TpeGosanus HJ Pesynbrars!
noKasaTesis MCIThITAHWIA

1. Tlepsuynas ynakoBka neKapcTBEHHOro npenapara | l.Ilepeuunas ynakoeka JICKAPCTBEHHOTO
Ha o6nucmepe na pycckom szvixe YKaselearom: npenapara
TOProBoe HaUMEHOBaHHe npenapara ¢ | HaOmucrepe Ha pycckom s3bike yKasambr:
NPCAYNpEAUTENLHON  MapkupoBkoil ®, MHH, TOpProBO€ HaMMEHOBAaHME TIperapara ¢
A03MPOBKY, JIEKAPCTBEHHYIO (OpMY, HOMEp cepi, NPEAYNPEAUTESIbHON MapkupoBKol ®,
ATy HCTEHCHHs CPOKA FOJHOCTH, TOBapHble 3Haku | MHH, JO3UpOBKA,  JIEKApCTBEHHAS
KomnaHua D600TT., (opma, HOMEp cepum, nata ucreueHus
Ha 6aucmepe na anznuiickom ssvixe dononnumensiio CpOKa  TOAHOCTH, TOBapHBIA  3HAK
yraseisarom: MHH. Komnanuu 2600TT.
2. BropuuHas ynakoBka jieKapCTBEHHOTO npemapata | Ha Onuctepe mHa aHrimiickoM s3bike
Ha kapmonnoii nauxe na pycckom szvixe Yrazwvieqiom: | ykazan: MHH,
TOproeoe HaMMEHOBaHHE npenapara ¢ | 2.BropuuHas ymakoeka neKapcTBEHHOTO
NPeAYNpPEAUTENbHON — MapkupoBkoii ®, MHH, npenapara
AO3UPOBKY, JIeKapCTBEHHYI0 (opMy, KomudecTBO | Ha KapTOHHOM mauke Ha PYCCKOM f3BIKe
TabJeTOK B yMaKoBKe, Ha3BaHHe W COACPIKAHUE | yKasaHbl:  TOPrOBOE  HAMMEHOBAHHE
AeHcTRylowero Bemectsa B | Tabnertke, crocoG penapata ¢  NpeayNnpeanTeNbHOl
NPUMCHEHHUS,  YCIOBMA  XpaHeHusi, «TabGnerkn mapkupoBkoii ®, MHH, nosuposka,
COACpXKAT  JIAKTO3bl MOHOTMAPAT.», «XPAaHHTs B | JeKapcTBeHHAs dopma,  KomHMuECTBO
HCAOCTYNHOM Jd feted Mecte!y», Tematuuecknii | TaGnerox B YNakoBKe, Ha3zBaHuEe ™

Mapkuposka PHCYHOK, H300paKeHue TabeTku, yCIoBHs OTIyCKa, CoJiepikaHHe IeHCTBYIOIIEro BemecTBa B

1 rtabnetke, crnoco6 mpumeneHus,
ycnoBus xpanenwust, « Tabnerku cogepsxar
JIAKTO3bl MOHOTHMApAT.», «XpaHUTh B
HEAOCTYNHOM  juid  jgeTedl  Mecrely,
TEMATHYECKMIT PHCYHOK, H300pakeHue
Tab/eTKH, yCIOBUS OTIyCKa, LITPHX-KON,
HAUMEHOBAHHUE W CTPaHy IIPOU3BOAMTEITS,
HaNMEHOBAHHE W CTpaHy Jeparens
PEerucTpaluoHHOro YAOCTOBEpeHHU,
HOMED  cepuH, JaTy NpPOM3BOCTBA,
«omen 10:».

Ha xapToHHON nauke ma aurimiickom
A3bIKe ykazanel: MHH, ToBapubie 3HaKH
W MHTEPHeT-afpec KOMIanuu J660TT,
Ha navxe kapronHoii Hanecens cpecTsa
HIeHTH(DUKaLHK, SN, GTIN,
MICHTH(UKATOPL!  NpUMeHeHHs  (1Ba
3HaK4, pPAaCHOJIOKEHHBIX B  Hayalje
SNIEMEHTHOM CTPOKM H ONpenesouux
3HauyeHHe ¥ GOpMaT NOJIs JaHHBIX).

VCinoBHs XpaHeHus

Tpu z&arieparype feantue 30°C

Cpok rogHocTH

3akirouenne: npenapar co tgi
B
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