maTeria meDICA

CEPTUOUKAT KAYECTBA N2 1023

Haasanue npenapara: «APTPO®OOH» N2100
Crpa-a — Npov3eoauTens: Poccunckan Pegepayun
Homep perucTEauuoHHorD VAOCTOBEPEHUA! NIN-N (000025) - (PM-RU) o7 18.12.2019, CPOK AERCTBURA A0 18.12.2024.
[o3uposka: COCTas HA OAHY TabneTky:
ar¥TUgHbIE KOMNOHEHTbI:

ahivicHBls A e —

AHTUTENA K 4ENOBEYECKOMY DAKTORY Hexpo3a onyxonu aneda athhrHHO CHALWERHBIE 0,003 r*
SCNOMOraTensHLIe BeLecTea:

Naktoabl MOHCrMAPAT (NakT03a) 0.267r
Uennwonoaa MMKPOKpPHCTaNNUYECKan 0,031
Marnus cTeapaT 0,003r
TeopeTuyeckas macca Tabnetrn 03r

LAWGLATSR H3 N3XT0IY B BVUGE BOAHO-EAKMPTOACH CHECH C COLEpWanHuen: He Boree 10 Ll adTeBHoA GOENEl ASICTBYOLENS BelecTsa

NekapcTBEHHaA HOPME! TaBneTsv ANA pACCACHIBAHUA

Pa3mep v TUN YN3KOBKW: NO 20 TabneTox B KOHTYRHOM AJYERKCBOR yNaKkoBKke U3 NNEHKA NONUEBUAUNXNOPUAHON U (PONbIU AnOMUHUEBON,
No 5 KOHTYypPHbLIX AuUeltKoBbiX YNAKCBOK BMecTe ¢ L1HCpr'KLJ,l1Eﬂ no Me,qmumucmuy QDMMEHCHHKJ nomMeteHs! nNaqky 1 KapToHa.
KonuuecTso ynakoBOK B CEDUN: 9875 wr.

Homep cepuu: 10230822

[lata npoK3BOACTES: 02.08.2022

[laTa oKOHUEHUA CPOKE roAAHOCTY: FOAEH AC: 01.08.2025

HOpuaM4ECKHi 8APEC: 000 «HM® «MaTepua Meauka XonanHry. Poccus,

127473, r. MockBa, 3-a CamoTeureli nep., 4. 9, Tenedon/dake: +7 {495) 584.-43-33

Aapec npOU3BOACTBEHHOR NNOLIAAKA. Poccus, r. YensBuHck, yn. ByrypycnaHcsas, 4. 54

Nnye-aua: N2 00432-NC o7 02 dpespans 2021 r., BbIAAHHAR MUKKUCTEDCTBOM NPOMBILNEHHOCTH ¥ Toproany Poccuiickoh Pedepalii

PeaynbTaTel aHanvaa.
[ PedynLTaTbl UCNbITAHUA ]

T Nokaaatenu Tpeﬁoaaﬂuﬂtncrlnn-N(000025)-(PF-RU)-1B1219. N

"Onucanue | Tabnetkw nnocrouMnuHapkdecton  QopMel, € pacxoﬁ_F Tabnerku nnuckouunnnapuuewoﬁcpopﬁfc“!
| 'macwoﬁ, ot Genoro AG noutu Genoro ugeta. Ha nnockoi | puckon U tackoi, OGenoro UBETE Ha
CTOPOHE C PUCKOW HaKeceHa Hagnuch MATERIA MEDICA, Ha | nnockow CTOpOHE C PUCKOW HaHeceHa
ApYroi NNOCKoW CTOPOHE HaHeceHa Haanuce ARTHROFON. | Haanuce MATERIA MEDICA, Ha Aapyrod

;nnocmﬁ CTOpCHE — HaHeceKa HaANUCh |
| ARTHROFON. i
ToAMUHHOCTE Peakuus Ha NaKkTodsl MOHOrMApaT ¢ Me,u.no-Taprambn.w{Coometcrayer —_1
peakTvBoM  (peakTMBOM ®enunura). BeinagaeTr ocap.oxl !
OpaHXEBO-KPACHLro LUBETE | |

PacnanaemoCTb He Gonee 15 MUHYT. | 2 munyThr 20 cexyHA
VicnbITaHWe NpoBOLAT B COCTBETCTBWA C TpebosaHwAMN o E CooreetcreyeT TpeBoBaHwsM re xil, . 1,

Xil. 7. 11, O©C.1.4.2.0013.15 Qomc_1‘4.2.0013.15.
OAHOPOAHOCTE MACCh! | McnsiTaxme NPCBOART B cooTeeTcTBWM C TpeboBaHUAMK I Cpenwnn macca: 0,300 7 ]
TabneTokK ro X, . 1l, 0O®C.1 4.2.0008.15. OTknoHeHus: oT - 1,00 % Ao + 1.00 % :
OonycTMMOE OTKNOHEHWE MacCsl orpensHeix Tabnetok oT CooTeetcrayeT TpefoBaHuAM ro X, . 1.

cpeaHei macce!l ANR 18 u3 20 Tabnetok cocTasnmAeT 5 9%: | O®C.1.4.2.0008.15

AONYCTUMOE CTKMOHEHWE Macehl oTaensHbix TabneTtok OT
cpepHen Maccel 4R 2 w3 20 TabneTok cocTagnAeT 10 %. l

"MukpoBuonorm4eckan Mertoa 1. WcneiTaHue NPOBOAAT cooteetcreun ¢ | CooTBeTcTByeT tpebosaruam M@ Xl 7. I
‘ancmra ]Tpeénaanmmn ro X, 1. 1, O®C.1.2.4.0002.15 (vaTeropir O®C.1.2.4.0002.15 (kateropus 3A):
! | 3A). oBlee yucno aspobHeix MWKPOOPraHu3amoe -

i }MEHEE 10KOEB 1T, ‘
oﬁmee 4uCcno ,’),,’.)D}K'N(e&blx W NNecHeBbiX |

rpudos ~ meHee 10 KOEe 1T,
i B 1 roTCyTCTBYIOT Escherichia coli. ‘
"YnakoBka TFlo 20 TaBNETOK & KOHTYPHO# AHERKOBOM ynaxoske U3 nnenkn | CooTEETCTBYET. |
| l NOAWBUHWUAXNOPUAHOW W chonery aniomuHuesoir. Mo 5 | Mo 20 TabneTok 8 KOHTYPHOH AUBUKOBOW i
‘\ KOKTYPHBIX RHEAKOBbIX YNakoBOK EMecTe C WHCTPYKUMER NO | YNAKOBKE U3 NNEHKR NONUBWHANXNOPWAHONR 1 |
lmenuuuncxomy NPUMEHEHWIO NOMEWAIOT B NaHKy W3 KapToHa. | honbru anomuHuesoi. Mo 5 KOHTYDHBIX ‘
AYERKoBLIX YNAKOBOK BMECTE C UHCTRYKUUER
| N0 MEANUMHCKOMY NPYMEHEHIIO NOMELLAKT 1
‘S nadvgy 13 KapTaHa. J

CooteeTcTayYET.

Mpw TeMNepaType He Belwe 25 .

|
|
|

| |
' XpaHeHue l‘ Mpu TeMNEpaType He Bbile 25°C.

Cepridaxar xadecTea Ne1023 ot 085082022 Crpamnya 1wa 2
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T

I:W"W Mokazatenwm | TpeBosauua ©CM MN-N (000025) - (PT-RU) - 181219, T PeayneTathl HGNbITaHWA

- MaprupoBka | Mapxuposka NEPBMYHOK YNaKoeky | CooTsercrayer.

| Ha KOHTYPHOW AYErKoaon ynakoske YKa3sIBAKT! | CootsetcTayer.

! | HaumeHosanue  npenaparta, NEKRapCTEeNHYlD  dopMmy, | Mapkuposka NePBUYHON ynakosru !

HanMmeHoBaHne NPOW3BOAUTENRA ¥ ero TOBAPHbLIA

| Cepuu, CPOK rogHOCTH («Bo...»).

[ Mapkuposka sTopuuHo Ynakosky.
|Ha kapromuon
iﬁenecpom’d:axc npou3sognTens

konw-ecTso TabneTok B ynakoske,
i [AO3BI CM. UHCTRYKUMKO NO megu
| BHYTDU ynakosku»,
‘t(XpaHMTh B HEOCCTYNnHOM na aeTedn
JaGonesaHuit  cycrasoex, Papm-ron
UvpoBOMA). HOMED Cepuu («Cepun:

ycnoeus oTnycka,

NA4YKE yKkasblBawT HaumexoBaHue, agpec
M Ero  TOBapHLIA
| | HauMeHoBaHue npenapara, nekapcreeHHyw dopmy, c

I («logen ao:...»), gara nponssoAcTsa («[ata npouas.:

3HaK. HoMmep | Ha kouTypHoi sueikosoi yNakoeke yxajawWo:
| HaumeHoBaHHe npeénapara, nexapcreeHHas
| tbopma, HaUMEHDBAHUE npouaroautens u
+|€ro TOBAPHLIN 3M3K, Homep cepuu, CPOK |
3HaK, | rogHocTy {«flo. . »). |
ocTas | MapkvpoBka BTopU4HON YNaKoeka. 1

«Cnocod npumeHenus u | Ha KapToHHOM nayee yra3aHgo: |
HMHCKOMY MNpUMEHEHUID | HauMeHoBaHMe, aapec, TenedoH/caxc |
YCNIOBUA XpaHeHWR, | npouasoautens W ero TOBAPHLIA  3Hay,

Mecren, «fleyeHue  HaUMEHOBAHUe Npenapara, nekapcTeeHHas

(rpadbudecknid  w | chopma, cocTas. konud4ecTeo TaGneTtox 8
.-»}, CPOK rogHOCTH ynakoske, «Cnocob npumenerua u AC3bl. CcMm, |
»), | HHCTPYKUMIC no MEAMUMHCKOMY NpruerHerio

| | MHAMBUAYANBHLIA CepuiMeid  MOoMep notpebutensckod | BHYTDW  ynakosxu»,  ycnosus oTnycka,
i (8TOPMUHOR) ynaxesku («C.H.... »), rnoBanemei HOMep | ycnoeun XpaHeHus, «XpanuTs El
;'msapa GTIN («GTIN _..»), PETUCTPAUMOHHLIA HOMED, WTDHX- HEAOCTYNHOM N peTen mecren, «ﬂeuenuel
KOA. CpeacTso upexTucbukaummn (2D kog 8 MawwHounTaemod | 2afonesanun CycTaeoe», thapm-koa |

| dopwme) rpauyecki u undposoi), Homep cepun
| [ («Cepus:  __»). cpok rogHocT  («logewx
| AQL...»), nata npouasoacTea («[laTa npouss.: |

D), MHAWSWAYANLHLIG CepuiHeid  =omep |

notpedurensckoi (BTOPU4HOR)  ynakoaku

| («C.H.....»), rncBansHbii HOMep ToBapa |

i | |GTIN  («GTIN ...»), PerucTpauvorHsli ;
| | Homep, WITPUX-KOA, cpejcTeo |
' i | peHTUcbUkaLa (2D koA 3

! | MaWuHouuTaemol hopme)

Efpon roaHocTH [3roga | Cooteetcrayer :
KommenTapuu: Ykazaunas s HacToawem cepTudbukaTe cepus npenapara cooteetcTByeT TpeGosaHuam MCM Nn-N (000025) - (PT-RU)

- 181219,

3ansaenve o ceprudiukayus STu
Gwina npousesera (BkNKoYas YNaKkesxy/Mapkuposk
Aocee cneuyndukaymia gna uccnegyemoro JIC. Mpo

YCTEHOBNEHO.

¥) M KCHTponb ee

HavansHuk OKK Kapnoga E.A.

fara: 09 asrycra 2022

/ TIPOHTHO,

PHPMA

FEPHANME]
1

XOLIHHT™

Ceprigoear savectea Ny1027 or 0408 2622

M R CBHQETEHBCTEYIQ, HTO NPUBEAEHHAR BbilLe WH

TOKOMb! NPOKU3BOACTRA, YNakosKke W aHannaoe Buinu paccm

MHARN

POPMALNA AOCTOBEPHE i TouHa, 3ra cepus NROAYKLMH
Ka4ecTsa BeINONHEH B NOMHOM COOTBETCTEMMW C npasvnamu GMP u
OTpeHbl U cooTeeTcTeve GMP
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HEA .

Crpasiuya 2 wa 2
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2200000 488626

CEPTUOWUKAT CEPUM FOTOBOW NMPOAYKLINA

(nekapcTBeHHble NnpenapaThbl ANA MEAULWHCKOTO npumMmeHeHus) Ne 1098

ApTpothooH® TabneTkn Ansa paccacbiBaHnA (KOHTYpHas sueinkoBas
ynakoBka) 20x5 (nayka KapTOHHas)

Haasanve, nekapcTaeHHan hopMa, pasmep ynakosk

CtpaHa Hasnaderus:  POCCYIA

Homep cepun: 10230822

[ara nponssoactea:  02.08.2022

CpoK rogHOCTY roaeH Ao 01.08.2025

KonuuecTso ynakosok B cepwn: 9 875 WT

Homep PY: AIMN-N (000025) - (Pr-RU) pata pernctpauun: 18.12.2019

HI: ®Cr NN-N (000025) - (PF-RU) - 181219 ot 18.12.2019

HacTtoswum st yaoCTOBEPALD, YTO BCE CTaUU npon3soacTea cepun roTOBON NPOAYKUUK
nekapcTBEHHOro npenaparta Ansd Me4UMUNHCKOro NpPUMeHeHWA BbINOMHANUCE B NOMHOM
COOTBETCTBUN C TpeboBaHuaMK GMP v perncTpayMoHHbIM A0CHE.

YNOMHOMOUYEHHOE NNLIO: g"l%
L

' "Qé‘fa noanucanua: 10.08.2022







