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MALIEBTHUKA

Jlunensus Ne JI012-00102-77/00010683

Ha BBIITYCK CEPHH JIEKaPCTBEHHOTO IIperapara B peanun3aliuo

Pa3zpemenue

30.447(04)

Ne 2185 ot 22 mag 2026 T.

HamMmeHoBaHKe npenapaTa

Buconponon

Mesx iy HapoiHOE HellaTeHTOBAHHOE, WM TPYIIIHPOBOUHOE,
HIIM XHMHIeCKOe HAUMEHOBaHHE

Bucomponon

JlexapcTeeHHas dopma

TabneTkH, MOKPLITHIE MIEHOTHOH 060109KOMH

Jlo3upoBka

10 Mr

dopma BEIYCKa

Tabnetkn, NOKpEITEE IIEHOTHON 060m104Koi, 10 M
(xonTypHas f9elikoBas ynakoska) 30 x 2 (a4ka KapTOHHAs)

Homep cepun

120526

KomuuecTro

57 720 ynakoBok

JaTa HayaTa MPOHM3BOACTBA

06.05.2026

Cpoxk rogaoctr / [ogen mo

3 roga/ 04/2029

HopmatuBHas HOKyMeHTAIHS

JITT-Ne(002413)-(PI-RU)-260523

Ceprudukar KagecTBa CEpHH

2185 ot 22.05.2026

Haumenosanue mpoussogurens

000 «O30H @apm»

AJlpec IpoH3BOAUTENIA (BCE CTaAMK MPOH3BOACTBA, BKITFOYAS
BBIITY CKAIOIIMIT KOHTPOIb KA9ecTBa)

Camapckast 061, T. 0. Tombsrtd, Tep. 093 T, MarucTpais
3-1,3n1. 11, c1p.1

PerucTpanioHHOe YIOCTOBEPEHHE

JIII-Ne(002413)-(PT'-RU)

Jlata rocy 1apcTBEHHOM perHCTpalii

26.05.2023 1.

Haumenosanme nepskaTelli perHCTPalOHHOTO YI0CTOBEPEHMS

000 «ATommy

Paspemenue neiiCTBUTENLHO OO

04/2029

KommenTapun

Tpusenennas Beiue MHGOPMALHS ABNSCTCA HOCTOBEPHOH M TOUHOIL.

Cepus nekapcTBEHHOTO Mpenapara MpOH3BeJeHa (BKIIFOYAsS YIIAKOBKY

(MapKHpOBKY) M KOHTPONh KauyeCTB4) HA MPOM3BONCTBEHHON IUIOMANKE B IIOJTHOM COOTBETCTBHH C TpeOoBaHMAMH muieH3uy, [Ipasunm
Haanexanen HpOHSBOI{CTBEHHOFI INPaKTHKH, PETHCTPATMOHHOI0 JI0ChE. 3amucH 1Mo NIPpOH3BOLACTBY, YNAKOBKE H KOHTPOJIK KayeCTBa
TIPOBEPEHEI, ¥ YCTAHOBICHO HX COOTBETCTBHE TpeOoBanuaM IIparin Haaexaulel IPOH3BOACTBEHHO TIPAKTHKH.

TMIPOJTYKIIVS PASPEIIEHA K PEAJIU3ALIUA

YomaoModeHHOE JIHAIIO:
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30.813(02)

ZO N MecTo HaxomaeHua 000 «O30H dapm»: 445043, Camapckas 06a.,, r. 0. TonbATTH, Tep. 033 MNNT, maructpans 3-s, 34, 11, crp.1.

SAPHALIEGTIRA Mecra ocylecTBNeHuA MMUEH3HpPYeMOoil aeaTensHocTy 000 «O30H ®apm»: Camapckas 06, r. 0. TonbATTH, Tep. 033 MNT, maructpans 3-8
34, 11, cTp.1. Ten.cot.: +79874599993, +798774599994

JlnueHana MunucTepcTBa MpPoOMBILLAEHHOCTH 1 Toprosiu P® Ne /1012-00102-77/00010683

CepTtudukar kauecrsa cepuu Ne 2185 ot 22.05.2026

Buconponon, Tabnetku nokpbiTbie nneHo4HON 060104KoIt 10 Mr

Homep cepuun
[ara Ha4ana npousBoacTBa
Konnyectso

AH3/113 BLINOHEH MO HOPMATUBHOMY AOKYMEHTY

TOProBOE HAUMEHOBAHME NIeKaPCTBEHHOTO NPeNnapaTa, NeKapcTaeHHan Gopma, A03MpasKa

PeructpaumroHHoe yaocTosepeHue JIM-Ne(002413)-(Pr-RU)

120526
06.05.2026

57 720 ynakosok
/M-Ng(002413)-(Pr-RU)-260523

HanwmeHoBaHue nokasarena

Metop KoHTpOSIA
HopmaTueHoe 3HayeHue

PeaynbTaT KOHTpOAA

Onwucaxuve

BusyanbHblii

Kpyrabie 4BOAKOBLINYK/bIE TABNETKM, NOKPbITLIE
nnaeHo4Hol obonoykoii Genoro uau noutu 6enoro
useTa. Ha nonepe4Hom paspese BUAHbI 4Ba CAOA —
Aapo 6enoro uau nout 6esoro LLBETA U NABHOYHaRA
obonouka.

Kpyrible ABOAKOBLINYKAbIE TabAETKY,
NOKPbIThIE NAEHOYHOH 0bonoukolt Genoro
upeta. Ha nonepe4Hom paspese BUAHLI Aga
cnoa —agpo benoro UBeTa M NAEHOYHAA
o6onoyka.

MNoanuHHOCTL

BIKX
Bpemena yaepwuBaHWMA nuKoe 6Buconponona wu
$YMapoBo# KNCNOTbI Ha XPOMATOrPaMME WCTbITYEMOTO
pacteopa  AO/KHbI  COOTBETCTBOBaTb  BpemeHam
YAepKWBaHWA nukos Gucomponona u  dymapoBoit
KUC/IOTbl Ha XpOMaTOrpamme pacTBOPa CTaHAapTHOrO
obpasuya (CO) 6uconponona dymapata (pasaen
«KonuyectseHHoe onpegeneHuen),

Cootsetcrayer

PactBopeHue

[P PP, BIMKX
He menee 75 % (Q) (C1sHa1NO4)2xC4H404 (Buconponona
dymapara) yepes 45 MUH.

97 %

PoacTeeHHble npumecu

BIRX
Mpumecs K — He Bonee 0,5 %.

Mpumeck G — He 6onee 0,5 %.

Mpumecs L - He Bonee 0,5 %.

Mpumecs A —He 6osee 0,3 %.

Mpumeck E — He 6onee 0,2 %.

EAVMHWYHAA HeMAEHTUOMUMPOBAHHAA npUMech — He
6onee 0,2 %.

He obHapy:keHo
He obHapyeHo
0,03 %
0,01%

He obHapyxeHo

He obHapyxeHo

ObLee YMCN0 APOMHIKEBBIX U
nnecHesbix rpubosslr;
Escherichiacolis 1,

He 6onee 1-102 KOE/ r/mn;
OTCYTCTBME B 1 r/ma.

Cymma npumecei — He 6onee 2,0 %. 0,04 %
O0HOPOAHOCTL 403UPOBaHUA [P P, Cnocob 1. BIXHX
AV<15,0% 2,7%
KonuuecteenHoe onpegenexue B3IXX
O79,0 Mr ao 11,0 mr (CigH31NO4)2xCH404 5,99 mr
(6uconponona dymapara) B Tabnetke.
MuKpobuonoruieckan YucroTa: [® PO, Kateropusa 3A
O6uee 4ucno aspobHbix
MWKpoopraH1Mamos B 1r; He Gonee 1:10° KOE/ r/mn; 1-10* KOE

Menee 110 KOE
OTCYTCTBYET

Ynakoska

Mo 10, 25, 30, 50 TabneTok B KOHTYpPHYIO AYEliKOBYIO
YNaKoBKY W3 MNAEHKW MONMBUHUAXAOPUMAHON nubo
MNEHKK
MOAMBUHWUAXNOPUAHONH/NONMBUHNANIEHXNOPUAHONH 1
$ONBIM aNIOMUHMEBOI NEYaTHOM NaKUPOBAHHOI.

Mau no 10, 25, 30, 50 TaBnetok B KOHTYpHYHO
AYeHKOBYHO YNaKoBRy U3 maTtepuana
KOMBMHMPOBaHHOrO Ha OCHOBE ONLIA (TPEXCAOMHBIH

matepuan, BKAIOHAKOWMIA  aNOMUHUEBYIO  GOAbTY,
NNEHKY u3 OPWEHTUPOBAHHOro nonvamuaa,
NOAUBUHUAXAOPUAHYIO NAEHKY) n bonbru

aNtOMUHUEBOM NEeYaTHOM NaKMPOBaHHOM,
1,2,3,4,56,7,8 9 uan 10 KOHTYPHBIX AYLAKOBBIX
YNaKoBOK BMecCTe C MHCTPYKUMEA NO MeaMLMHCKOMY
NPUMEHEHMIO  (IMCTOK-BKNAAbIW)  MOMEWAT B
KapTOHHYHO YNaKoBKY (nauky).

Mo 30 TabneToK B KOHTYPHOI AveiikoBoii
YN3aKOBKE M3 NNAEHKU MOJMBHMHMAXIOPUAHONA
7} donbru aNlOMUHWEBOM neyYaTHon
NIaKMPOBAHHOM,

2 KOHTYpHbI@ A4EMKOBbIE YNAKOBKW BMecTe ¢
WHCTPYKLMe#H no MeaULMUHCKOMY
MPUMEHEHWIO (IMCTOK-BK/AaAbIL) NOMELLEHbI
B KaPTOHHYIO YNaKoBKy (Na4ky).

Odopmneno: Benora H.C.

Crpanuua: 1 13 2




3.813(02)

(J‘ OZO N Mecro HaxomaeHua 000 «030H dapm»: 445043, Camapckan 06, r. 0. TonbaTTH, Tep. 033 MNT, marucTpans 3-1,34. 11, crp.1.

MecTa ocyLIecTBAGHUA NALIEH3MPYEMON AeATENbHOCT!

GAPMALETUNA 19, crp.1. Ten.cor.: 479874599993, 4798774599994
NuueHsua MuHucTepcTsa MpOMbIWAEHHOCTH U Toprosau P® Ne N012-00102-77/00010683

1 000 «030H dapm»: Camapckan 06, . 0. TNbATTH, TEP. 033 NNT, marucTpans 3-8

MapK1poBKa

Ha KOHTypHOH AYeiKOBOW YNaKoBKe (6anucrepe)
YKA3bIBalOT TOProBOE HaMMEHOBaHME /IEKAPCTBEHHOTO
npenapara (coenagaet c MeXAYHapoAHbIM
HEMaTeHTOBaHHbIM HaMMEHOBAHWEM), NIEKapCTBEHHYIO
dopMy,  [LO3MPOBKY, HaUMeHOBaHMe  [AepHaTens
PETMCTPAaLMOHHOIO YAOCTOBEPEHWA M HauMeHOBaHue
NPOW3BOAMTENA JIEKAPCTBEHHOrO MpenapaTa, Homep
cepuu (BKNIOYAKOLLMIA MECALL U roj, NpoW3BOACTBA), AATY
UCTEYEHMA CPOKa FOAHOCTW (MECALL U TOA).

Ha KapTOHHOM ynakoBKe (Nayke) yxa3blBaloT TOProBoe
HaMMeHOBaHWe NeKapcTBeHHOro npenapara (cosnagaet
c MEMAYHAPOAHBIM HenaTeHTOBaHHbIM
HauMeHoBaHKueMm), HauMeHoBaHMe fepxarena
PerncTpaLMoHHOro Y/AOCTOBEPEHNA M HauMeHoBaHue
npou3BOAWTENs JEKapcTBEHHOro npenapara, aapec
NPOU3BOAMTENA NEeKapcTBEHHOTO npenapata (cTpaxa,
obnactb, ropos), agpec Aepxarens perucTpauuoHHoro
yaoctosepeHus (cTpana) (ana naowagku 000 «030HY),
HaMmeHoBaHWe Aepmartens pervcTpaLMoHHOro
YAOCTOBEPEHWA W HAMMEHOBaHWe NpoW3BOAUTENA
NeKapcTBEHHOro npenapaTa, agpec NpPOM3BOAUTENA
NeKkapcTBeHHoro  npenapata  (cTpada,  obnact,
ropoACKOi OKpyr), aapec DepHaTens
perucTpauMoHHoro  yaoctoBepenua  (cTpaHa)  (ana
nnowasaku 000 «030H Papm»), INEKTPOHHBIA aapec 1
caT  npousBoauTens,  NeKapcTBeHHylo  dopmy,
[0O3VNPOBKY, KonudectBo Tabnetok B YNAKOBKe,
MHOOPMALMIO O COCTaBe NeKapCTBEHHOrO npenaparta
(HaumeHOBaHMe [OeMCTBYIOWEro BelwecTBa W ero
KOMW4ECTBO, MEPEYEHb BCMOMOTaTENbHbIX BEWeCTs),
HOMep CepuW  (BKIKYAMOLWMIA  mecal M rog
NPOM3BOACTBA), AATY MCTEHEHMA CPOKA FOAHOCTH (roaeH
0. MecAl, M [OA), YCnoBuA XpaHeHus, cnocob
npUMeHeHus: «J1A NpUema BHYTPLY, YCAOBKA OTNYCKA,
HOMEp PervcTpaLMoHHOro YAOCTOBEPEHMA, A0roTHUn
npoussoguTens,  Gapm-koa,  LITPUXOBOM  Koa,
[ABYMEPHBIN LUTPMXOBOW KOA € NONHOW MM YacTMYHOW
pacwudpoBKoid  MHGOPpMaLMK, CcoAepwKalienca B
[ABYMEPHOM LITPMXOBOM Koae unu Bes Hero, «CMOTpH
MHCTPYKUMIO MO MEAULMHCKOMY NPUMEHEHUIO (WCTOK-
BKNaAbIW)», «He NPMMEHATE NO WCTEYEHUWM CpPOKa
rogHOCTU®, «XpaHuTb B HEHOCTYNHOM AnA JeTed
MecTe».

[lONONHMTENLHO HA KAapTOHHOM ynakoBke (nauke)
AyBAMpyeTCA TOProBoe HauMeHOBaHWe M J03MPOBKa C
Ucnonb3oBaHuem WpudTa bpaiins.

Ha  KOHTYpHOW  AYEeWKOBOW  YNaKOBKe

(6aucrepe) yKa3aHbl: Toprosoe
HauMeHOoBaHMe /IeKapCTBEHHOrO npenapara
(coBnapaet o MEXAYHapPOAHbIM
HenaTeHTOBaHHbIM HaMMEHOBaHUEM),
NexapcTBeHHan dopma, L03MPOBKA,
HavMeHOBaHWe Aepartens
PErucTpaLMoHHOro YAOCTOBEPEHUSA "
HavmeHoBaHWe npou3BoauTena

NIeKapCTBEHHOrO MpenapaTa, HOMep Cepuwn
(BrAKOMAIOWMIA MECAL, U TOA, Npou3BOACTBA),
[JaTa MCTEHeHMA CPOKa roAHOCTM (mecsal M
roa).

Ha KapToHHO# YnakoBKe (nadke) yKkasaHbl:
TOpProBoe HauMMeHOBaHWe JIeKapCTBEHHOro
npenapata (cOBnagaeT C MEXAYHapOAHbIM

HENaTeHTOBaHHbIM HauMeHOBaHWem),
HaumeHOoBaHue oepkatens
perucTpauuoHHOro YAOCTOBEpPEHUA "
HauMeHoBaH1e NpOWU3BOAUTENA
NeKapcTBEHHOTO npenapara, aapec

NPOM3BOAMTENA NIEKApPCTBEHHOrO Npenapara
(ctpaHa, oBnacth, rOPOACKOW OKpYr), aapec

AepwaTena perucTpauuoHHoro
yAocToBepeHWA  (CTpaHa),  3NeKTPOHHbI
aapec u caint npouaBoauTenNd,
/IeKapCcTBeHHaA dopma, [,03VPOBKa,

KONMYECTBO Tabnetok B yNaKoBKe,
MHGOpPMALMA O COCTaBe JIEKAPCTBEHHOTO
npenapata (HaMmeHoBaHWe [OeHCTBYOWEro
BEWeCTBa M Ero KOJMYEecTsBo, nepeyeHb
BCMIOMOTaTE/IbHbIX BELLECT8), HOMEp cepumn
(BKNtOYalOWMA MecAL, U roj, NpoU3BOACTBA),
JaTa UCTeYeHUa CPOKa roAHOCTM (rofeH Aot
MEeCAL, W rof), YCAOBWMA XpaHeHus, crnocob
npumeHeHua:  «0nAa  npuema  BHYTPbY,
YCNOBWA OTNYCKA, HOMEP PErucTpaLMoHHOro
YAOCTOBEPEHWA, AOTOTUN NPOW3BOAMTENA,
bapM-KOA, LUTPUXOBOM KOA, ABYMEPHbIN
LUTPMXOBOWM KOZ, € 4aCTM4HOM paclumdpoBKOH
uMHbOpPMaLMK, CoAepHallLeica B ABYMEPHOM
WwTprxoBom koge, «CMOTPH MHCTRYKUMIO MO
MEAMLIMHCKOMY  MPUMEHEHWIO  (/IMCTOK-
BKNagbiw)», «He NPUMEHATL MO UCTEYEHUM
CpOKa rofHOCTH», «XpaHuTb B HEAOCTYMHOM
ANA OETel mecTe,

[OnoAHWTENBHO Ha KAapTOHHOW YynaKoBKe
(nauxe) npoaybaupoBaHb! TOprosoe
HauMeHOoBaHue " B[03MPOBKA c
Mcnonb3osaHuem wpudra paitna.

CpoK rofHoCTH

3ropa

Fogex no: 04/2029

XpaHeHue

B 33alMLLEHHOM OT CBETa MECTe npy TemnepaTtype He sbiwe 25 °C,

3aknloueHmne: cooTsetcrayet/ He cooTBetcTByet JIM-Ne(002413)-(PI-RU)-260523
(Heobx0AMMOE NOAHEPKHYTD)

Odopmneno: Benora H.C.

HayanbHuK OKK: -
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_ /KyawHa O.H.

Crpannna: 2 u3 2




«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

MEAFPAALHAD CAVYEREA TIO HA A ZOPY
| |.-||.|||.||.|:|I L1 I..'...-'l'ﬁ.l:l.'. II I Fa WA P W) npenapaTa’ Mo COCTOSHUIO Ha 29_05.2026 13:52»
FY e TR R A TYA TRON PN -
B CPEPE APABOOXPAHEHMA
Opranu3zanms, IIncbMma 00
JlaTa BHeceHHsI B IIpousBoguTenn Homep Howmep, nara
BBINYCTHBINAS B n3bsitan JIC
AHC Toprosoe HaHMeHOBaHHE (BBIITY CKAIOIHFH Crpana CBeJieHHsI 0 CTaIHSIX NPOH3BOACTBA HopmaTtHBHas1 JOKyMeHTAIHSI DK IAHCKHH CepHH, pa3pelenss Ha (HOMe
Poc3gpaBHanzopa KOHTPOJIb) paxa NMapTHH HJIIT P,
odopor nara)
Buconpo:noi; TabiaeTky, OOmECTBO C OrpaHUUEHHOM O0TBETCTBEHHOCTHIO "O30H Papm” (OO0
P! P p
MOKPBITHIE TJICHOUHOM OO0ecTBO ¢ OrpaHUYEHHON "Oson ®@apm"), Poccus (IIpousBoautesns (rotooit JI®)); ObmecTBO ¢
p P p p
o6osoukoit 10 mr 30 mr., OTBETCTBEHHOCTHIO "O30H OrpaHUYEeHHOM O0TBeTCTBEHHOCTHI0 "O30H Papm" (OO0 "O3zon Papm"), . 000 "O30H
22.05.2026 YNaKOBKHU SUEHKOBbIE ®apm" (OO0 "Oson Pocens Poccust (YnakoBmuxk/cacoBmUK (B IEPBHYHYIO YIAKOBKY)); O0mecTBo ¢ JIT-Ne(002413)-(PT-RU)-260523 DAPM" 120526 )

KOHTYpHBIE (2), Mauku
KapTOHHBIE/ ~

Dapm")

OrpaHUYEeHHOM O0TBeTCTBEHHOCTHI0 "O30H Dapm" (OO0 "O3zon Papm"),
Poccust (YnakoBmuK/bacoBmMUK (BTOPUYHAS/ TPETUYHAS YIIAKOBKA))




