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TAPMALERTMEA 30 11, crp.1. Ten.cor.: +79874599993, 4798774599394

Mecra Haxomaenus 000 «030H Dapmy: 445043, Camapckan 06a., r. 0. Toabaty, Tep. 033 NNT, maructpans 3-1, 34. 11, cvp.1.
MecTa OCYLLeCTBAEHNA TMUEHIMPYEMOH feATeNbHOCTH 000 «O30H ®apmy: Camapckan 06a., . 0. TONLATTH, Tep. 033 NNT, marucTpans 3-a

Nuuensua Munucrepcrea MpombiwneHHacTk v Toproeau P® N2 00176-11C

CepTudmraT KavecTsa cepuu Ne 2867 ot 23.07.2025

Hudeannuu, Tabnetku, NOKPbITbIE NAeHo4YHOK o6onoukoi, 10 mr

Homep cepum
[ara Havana npousBoACTBa
Konudecreo

AHanU3 BbINONHEH NO HOPMATUBHOMY JOKYMEHTY

TOPTrOBOR HAWMBHOBAHMWE NEXAPCTBEHHOMD I Ta, AeKapc

Gopma, Aoanp

PernctpaumoHHoe yaocrosepeHue JICP-001945/09

080625
21.06.2025

165 144 ynakoBok

NCP-001945/09-300920, u3m. Nl Ne2

HaumeHoBaHKe nokasaTens

MeToa KOHTpONA
HopmaTusHOE 3HayeHue

PesynbTaT KOHTpPONA

- He Bonee 0,5%.
EAMHMYHAaA HeuaeHTUdUUMPOBAHHaA NPUMECH —
He Gonee 0,2 %.

OnucaHune Bu3yanbHblA Kpyrasie OBOAKOBbINYKAbIE Tabnetku,
Kpyrabie ABOAKOBbINyKNble TaBieTkW, MOKPLITHIE | NOKPbLITbIE NABHOYHON 0BONOUKOM HenToro
nneHoyHol 0BONOYKOWM  KEeAnToro  ugeTa, Ha ygeTa, Ha NnonepeYHom paspese
nonepeyHom paspese 0HOPOAHOIO LBeTa. 0AHOPOAHOTO LBETa.

NogAMHHOCTL BIMX
Bpems  yAepKMBAaHMA  OCHOBHOIO  MMKa  Ha
XpOMaTOrpamMme WCMbITYEMOro pacTeopa AONKHO Cooteetcrsyer
COOTBETCTBOBATL BPEMEHW YAEDWWMBAHWA NMKA
HUbeaMnMHA  Ha  XpomaTtorpamme  pactsopa
ctaHpaptHoro obpasua (CO) Hudepunuua (pasaen
«KonuyecTeeHHOE onpeaengHues).

PacTeopeHue [P Pd Yd-cnekr TOMETPMA
He meHee 75 % (Q) C17H1sN20s (HudeaunuHa) yepes 107 %

45 MUH.

PopcreeHHbIe NpUMECH BIMWX
HUTPOGEHUANMPUAMHOBOTO aHanora (npumecs A) — 0,003 %

He Gonee 0,5%.
HWTPO30GEHUANMPUAUHOBOIO aHanora (npumecs B) 0,042 %

He obBHapymeHo

Tabnetke.

Cymma Bcex npumeceid - He Bonee 1,5 %. 0,045 %
OAHOPOAHOCTL A03UPOBAHKUA [® P® Cnocob 1 BIKX

AV<15,0%. 3,9%
KonuyecteeHHoe onpeaeneHue BIMX

Or 9,0 po 11,0 mr CiyHieN,Og (Hudepununa) 8 9,9 mr

MuKpoBHONOTMYECKER YHCTOTE
06wee yucno aapobHbIx
MWKpoOprasuamos B 11;
ObLiee YUCNO APOHIHEBbIX 1
nnecHesbix rpubos B 1 T;
Escherichiacolis 1 r.

[ P® Kateropwsa 3 A.

He Bosee 1:10% KOE;

He 6Gonee 1:10¢ KOE;
OTCYTCTBME.

Menee 1-101 KOE

Menee 1:10* KOE
oTCyTCTBYET

Mo 50 TabneToKk 8 KOHTYPHOM AYEHKOBOW

roa NPoM3B0/ACTBa), AaTY UCTEHEHUA CPOKA rOAHOCTH
{mecau u roa).

Ynakoska Mo 10, 25, 50 TabneTok B KOHTYPHYIO AYEHKOBYIO
YNJKOBKY U3 NAEHKK NOAMBUHUNXNOPUAHON YNaKOBKE U3 NABHKM NOSMBUHUAXAOPUAHON
1 GOALIM aNIOMUHUEBON NEeYaTHOW NAKMPOBAHHOW. M donbrv  ANKOMWUHMEBOM  NEYaTHOW
1, 2, 3,4, 5 nau 10 KOHTYPHbIX AYENKOBLIX YNAKOBOK | NaKWpPOBaHHOM.
BMEeCTe C WMHCTPYKUMER N0 MEAMUMHCKOMY | 1 KOHTYpHas RY4EAKOBAA YNaKOBKA BMECTE C
NPUMEHEHUKD  (IMCTOK-BKN3ALIW) NOMELWAIT B | MHCTPYKUMEH no MeaULMHCKOMY
KapTOHHYIO YNaKkoBRy (nauky). NPHMEHEHMIO (nucTOK-BKNAAbIW)
noMeLLeHbl B KAPTOHHYIO YNAKoBRY (nauky).
MapKupoBKa Ha KoHTypHO# nAueiikosol ynakoske (Bauctepe) | Ha  KOMTYpHOM  AYeHKOBOW  ynakoske
YKa3blBakT TOprosoe HaumeHoBaHue | (BaucTepe) YKa3aHo TOprosoe
NEKAPCTBEHHOIO npenapata (cosnagaer ¢ | HaMMeHOBaHWE NEKAPCTBEHHOro npenapara
MeMAYHaPOoAHLIM HenaTeHToBaHHbIM | (coBnapaert c MEKAYHAPOOAHBIM
HaumeHoBaHUeM), NeKAaPCTBEHHYIO $opmMy, | HEN3TEHTOBAHHLIM HaWMEHOBaHWEM),
L,031POBKY, HaMMeHOoBaHue LAEpKaTeNA | NeKapCTBeHHaA dopma, [L03KMPOBKa,
PerucTPaunoHHOIO YAOCTOBEpEHUA M | HaumeHOBaHUe AepwaTena
HaWmeHOBaHWe MPOM3BOAWUTENA NEKAPCTBEHHOMO | PErHCTPaUMOHHOrO  YAOCTOBEPEHUA  H
npenapata, HOMep cepuu (BKAKOUAIWMA MecAly WM | HAWMEHDBaHUE npou3soauTEeNA

NeKapcTBEHHOrO MNPenaparta, HOMep cepuu
(BKAKOYAIOWMIA MECAL, M rOJ NPOMU3BOACTBA),

Odopmnero: Benosa H.C.

Crpanuua: 1 w3 2
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Mecra HaxomaeHua 000 «D3ou Gapmy: 445043, Camapckan 062, r. 0. TonbaTTy, Tep. 033 NNT, marucrpans 3-8, 34, 11, crp.1.

OZO N Mecra 0CYILLECTBAEHUA NHUEH3HPYemoi aeaTenbHocTH 000 «O30H Papmy: Camapckan 06, r. 0. Toabarry, Tep. 033 NNT, maructpans 3-a
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JiueHans Munncrepcrsa NpomblwneHsocTy u Toprosan PO Ne 00176-1C

(nauke) yKaswiBawT
NEKapCTBEHHOIO
MEYHapOAHbIM
HaumMeHoBaHUeM),
perucTpauuoHHOro

Ha KapTOHHOM yNakoBke
Toprosoe HaumeHoBaHue
npenapata  (cosnagaet ¢
HeNaTeHTOBaHHbIM
HaumeHOBaHWe  JepxaTena
yaocToBepeHMs (COBNagaeT c©  HaMMEHOBaHWeM
npou3soauTens), appec NPON3BOANTENA
NekapcTeeHHOro npenapata (cosnagaer ¢ agpecom
[EPATENs  PerucTpauMoHHOrO  yA0CTOBEPEHWA)
(ctpana, obnactb, ropop) (mna nnowapkw 000
«030H»), HaumeHoBaHue Aepwartens
PErUCTPALMOHHOIO YAOCTOBEPEHUA W
HaUMeHOBaHWe nNPOM3BOAWTENA  /IEKAPCTBEHHOIO
npenapaTta, aapec NPoW3BOAMTENA NEeKapCTBEHHOM
npenapata (ctpaHa, obnactb, ropoackoi okpyr),
appec Aepwartens perucTpaumuoHHoro
ypoctosepenua (cTpana) (mana nnowsaku 000
«030H @apm»), 3NEKTPOHHbIA agpec W  CaiT
NpPoOM3BOAMTENA, NEKaPCTBEHHYIO dopmy,
[03UPOBKY, KOAM4YEcTBO TabAeTOK B ynakoBewe,
MHHOPMaLHIO O COCTaBe NEKapCTBEHHOrO npenapara
(HaMMeHOBaHME [QEMCTBYIOWEro Bewectéa W ero
KONMYECTBO, NepeyeHb BCNOMOTATENbHbIX BELLECTs),
HOMEp Cepun  (BHAIOYAIOWMW  MecAly u  TOoA
NpOM380ACTBa), AATy WCTEUeHMA CPOKAa rOAHOCTH
(ropeH fo: Mecal, v rog), YCIOBKA XpaHeHus, cnocob
npumeHeHnA: «[lnA  NPUemMa BHYTPL», YCAOBMA
OTNYCKa, HOMEP PErucTPaUMOHHOrO YAOCTOBEPEHUA,
NOrOTHA  NpoussoauTens, Gapm-KoA, WTPMXOBON
KOZ, ABYMEPHBIM LUTPWXOBOW KOA C NOAHOA WAK
YacTUHHOM pacwndpoBKOi MHbOpMaLLKK,
COAEPMALENCA B IBYMEPHOM LUTPUXOBOM KOAE UK
Ges Hero, «CMOTPH WHCTPYKLMIO NO MEAULUMHCKOMY
NPUMEHEHWIO (NKMCTOK-BKNaAsIW)», «He NPUMEHATL
N0 WMCTEYEHWW CPOKa [rOAHOCTMY, «XpaHWTe B
HeL0CTYNHOM ANA AETEH MECTeN.

[lononHWTeNbHO Ha KAPTOHHOW ynakosKe (nauke)
ay6avpyeTca TOproBoe HaMMEHOBaHMe M A03MPOBKa
C ucnonb3osaHuem wpudrta bpains.

[laTa MCTeYeHWMA CPOKa roAHOCTH (MecAy w
roa).

Ha KapTOHHOW ynakoBke (nadyke) ykasawo
TOProBoe HauMEHOBAHME NEeKapCTBEHHOMo
npenapaTa (CoBMajaeT ¢ MeXAyHapoaHbIM

HenaTeHTOBAHHbIM HauMeHOBaHWEM),
HauMeHOoBaHKe DepKaTens
PErvcTPaUMOHHOTO  YAOCTOBEPEHWA U
HauMeHoBaHue nNpou3BOANTENA
NEeKapCTBEHHOIO npenapara, appec

NPOV3BOANTENA NIEKAPCTBEHHOrO Npenapara
(ctpanHa, o6nacTs, ropoACcKoi OKpyr), aapec

AepwaTens PerucTpauMoHHOro
yAOCTOBEpPEHWA  (CTpaHa), 3NEeKTPOHHbIA
appec " canTt APOU3IBOAUTENA,
NeKapcTBeHHan dopma, LO03UPOBKa,
konwuecTeo  Tabnetok B8 YNaKoBKe,

WHDOpMaUMA O COCTaBe NEeKapCTBEHHOro
npenapata (HaMMeHOBaHWE AEHCTBYIOLIErD
BELECTBE W E€ro KOMWMECTBO, NEepeveHb
BCNOMOraTeNbHbiX BEWECTB), HOMEpP CepUn
(BKNIOYaOWMIA MECAL, W rOf NPOU3BOACTEA),
[laTa UCTEeMEHWA CPOKa rofHOCTH (rodeH ao:
MECSL, ¥ rof), YCNOBWA XpaHeHwua, cnocob
npumeHenua: «na  npuema  BHYTPbY,
YCNOBHA OTNYCKA, HOMEP PerucTPaLMOHHOTO
YAOCTOBEPEHWSA, NOTOTUN NPOM3BOAMTENA,
GapmM-KOA, WTPMXOBOM KOA, ABYMEPHLIA
WTPUXOBOM Kopq, € YaCTU4HOMN
pacwndpoBKoi MHHOPMAUMHK,
copepHalleiica B ABYMEPHOM LTPUXOBOM
KoAe, «CmoTpmn MHCTRYKUMIO no
MEAMUMHCKOMY — NPUMEHEHWIO  (NMCTOK-
BKAaAbIW)», «HE NPUMEHATL NO MCTEYEHUK
CpOKa roAHOCTHY, «XPaHUTL B HEAOCTYNHOM
ANA feTen mecTen.

[loNOAHWTENBHO H3 KApTOHHOW YNakoBke
(naure) npoayBAupoBaHs.l Toprosoe
HaumeHoBaHWe n [03MPOBKA c
ucnonb3osanuem wpudta Bpanna.

Cpox_rogHocTu

3 ropa

ropeH no: 05/2028

XpaHeHue

B 3alWMLLEHHOM OT CBETa MECTEe Npu Temneparype He Bbiwe 25 °C.

3aKnoMeHWe: COOTBETCTBYET/ He cooTBeTCTBYeT TneGoBaHWAM NCP-001945/09-300920, u3m. Ne1,2

Odopmneno: Benosa H.C.

(Heo6xoauMOE NOAYEPHHYTD)

HauansHuk OKK: d /Kyauna O.H.
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s, JInuensust Ne 00176-JIC
@ Yo GMP/EAEU/RU/01032-2023
@ OZON Pa3zpemenne
SAPMALEBTIHA Ha BBITYCK CEpHHU JIEKapCTBEHHOIO IIperapara B peaTu3alluio
30.447(04)

Ne 2867 ot 23 urona 2025 r.

HakimeHoBaHHE penapara Hudennnun

MesxyHapogHOE HelaTeHTOBAHHOE, HIIH IPYNIHPOBOTHOE, Hudeannun

MM XMMHYECKOe HAaMMEHOBAHHE

JlexapcTBeHHas Gopma Tabnerxu, NOKPHITHIE TIEHOYHOH 000n09KOH

Jo3upoeka 10 mr

(opma BBITyCKa TabNeTKH, OKPBITEIE IWieHOYHO| 06onoukoi, 10 Mr
(xoHTypHas s9eiikopas ynakoska) 50 x 1 (auka KapToOHHaA)

Homep cepun 080625

Konuuectso 165 144 ynakoBok

JlaTa Havana MPOM3BOJCTBA 21.06.2025

Cpok roguocts / Togex g0 3 roga/ 05/2028

HopmaTtuBHas NOKyMEHTALHA JICP-001945/09-300920, u3m. Nel,2

CepTH(HKAT KauecTBa CEpHH 2867 o1 23.07.2025

HanMeHOBaHWE NPON3BOINTENA 000 «O3z0u Dapm»

Anpec npousBoauTeENA (BCE CTALHK MPOH3BOACTRA, BKIIHOYAs Camapckas 06m., 1. 0. Toabarty, Tep. 093 II1T, MarucTpans

BBIIYCKAIOIIHI KOHTPOJIb Ka4eCTBa) 3-a3n. 11, cp.1

PerrcTpalMoOHHOE YAOCTOBEPEHHE JICP-001945/09

[laTa rocy1apcTBeHHOH peruCTpaLHH 16.03.2009 r.

HauMeHoBaHHE [epikaTens perucTpauoHHoro yaoctopepenus| 000 «O3oun

Pasperuensie IeHCTBUTENBHO JI0 05/2028

Kommentappn [ e

TMpupcchnan Beime MidOpMALMA SBIACTCH A0CTOBePHOl W TouHOH., Cepusi NEKAPCTBEHHONO Npenapata NPOHIBCACHA (BKMOYAA YNAKOBKY
(MapKHpOBKY) H KOHTPO/Ih KauecTpa) Ha NPOM3BOACTBCHHOM IUIOWIANKE B MOJHOM COOTBETCTBMM ¢  TpeboBaHusMu jWueHsud, [Ipasun
Haealei IPOM3IBOACTBCHHON NPAaKTHKH, PETHCTPALIHOHHOIO J0CHe. 3aMHCH 10 TPOH3BO/ICTBY, YNAKOBKE H KOHTPOMIO Ka4ecTBa [IPOBEPEHE], H
YCTAHOBJIEHO MX COOTBETCTBME TpeGoBanuam [TpaBuil HalneKaleH MPOU3BOACTBEHHOH NPAKTHKH.

[MPOOYKILIVA PA3PEIIEHA K PEAJIM3ALTMH: [b/l{a O Her

YIonHOMOYEHHOE JIHIIO:

o ﬁBaKBHHH Brnagumup Anekcanaposuy /  23.07.2025 r.
®HO

-
C/ao'nnm'i Z/ Jlata
s
e ALy
XTI
S &*‘t‘ TR
—"“"‘"-1'.':-;‘::

Crpanuua: 1 u3 1
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EMHAH Y.

AJOEVYH OU YIXKAY.
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