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TACHOPT Ne 23 ot 03.09.2025 r.

ToproBoe HaHMEHOBaHHE: JlexcaMeTa3oH

MesKayHapoaHOe HenmaTeHTOBaHHOe

HAMMEHOBaHUE: JlexcameTa3oH

JlexapcTBeHHasi popma: PacTBOP UL HHBEKIIUA

Jo3upoBKa: 4 mr/MI

®opmMa BBINTyCKAa: pacTBOp IS HHBEKIHH, 4 MI/MII (ammysra) 2 max 10 (mavka KapTOHHAS)

Howmep cepun: 230825

O0neM cepHu: 17 496 ynaxoBKH

JlaTa MpoU3BOACTBA: 14.08.2025 t.

AHAJIM3 BBINOJIHEH 10: HJI JITI-Ne(007026)-(PT-RU)-270924

IIporokon aHaimsa I'TL: No 469 ot 25.08.2025 1.

Ha"MeHOBaH? ¢ TpeGosanus no HJ{ Pe3yJbTaThl aHAIH3A
nokasaTesei

Onmucanue Hpo3paqHL£H WJIH CIICTKA OTAeCINPYIOTIIHL, TTpo3padHbLil OeCIBETHBIM PACTBOP
GeCIBETHBII WIK C JKENTOBATHIM OTTCHKOM PacTBOP

HnenTndukanus BpeMsi yaepKUBaHUs OCHOBHOI'O ITHKA Ha
XpoMarorpamMMe HCIBITyeMOr0 pacTBopa, MOJTy9€HHOM
IIpH KOJIMYECTBEHHOM ONPEe/IC/ICHAH, TOTDKHO ToTRepxiens
COOTBETCTBOBATEL BPEMEHHU YIEPKMBAHUA OCHOBHOTO
I¥Ka Ha XpOMaTorpaMMe pacTBOpa CTaHIapTHOTO
o6pasna (CO) nexcamerasona pocdara
OxpamuBanue 6eCIBETHOTO IIAMEHHA B xenTell meeT | IloAgTBepKIeHA

IIpo3pa4yHoOCTh ITpenapaT TOJDKEH ObITh PO3PaIHEIM TTpo3padHbIi

IseTHOCTS TIpemapat A0oJDKeH OBITh GECIBETHBIM MIIM €10 OKPACKA | yv. oo v myee sranona Y5
JNOJKHA GBITH He HHTeHCHBHEe 9TanoHa BYs wm Ys

pH Ot 7,0 mo 8,5 8,08

MexaHUYECKHE

BKJIIOYCHHSI:

- guUOUMbIE YACMUYbl

- HeguUOUMbLe YaCMUYbl

TIpenapar IOJDKeH BEIIEPIKHBATh TPEOOBAHN.
I'o PO
KonmdecTBo 4acTHIl B aMITyJIe:

BrifepkuBaeT TpeOOBaHUS

- pasmepom >10 mMkm — He Goiee 6000; 156 9/amn
- pasMepoM > 25 MKM — He bornee 600 5 9/aMn
. mapar JoJ 0 HISIM

7 CR——— ll;lg)e paT HOMKEH COOTBETCTBOBATH TpeboBa To 2,02 mt

JTrobas eauEMYHas HenneRTHGuIpoBanHas mpumech | 0,05 %

—He 6oxnee 1,0 %
IIpumecu o

CyMMapHO€e COZIep)KaHue HeuIeHTHGUITIPOBAHHBIX 0,05 %

npuMeceii — He Gonee 3,0 %
Bakrepu bl Meree 20,0 ED Ha 1 Mr gekcameTas’oHa

. I He 6omee 20,0 ED Ha 1 Mr nexcamerasona dpocdara ’ A
HAOTOKCHHBI tdocdara.
CrepniIbHOCTh IIpemnapar HoMKeH ObITh CTEPHIBHBIM CrepuIbHBIA
Kosn4yecTBeHHOE B 1 mut npenapara JOJDKHO OBITH OT 3,6 110 4,4 MT
3,99 mr/mia

onpeaeJieHHe nexcameTasona docdara

OnucaHue YNaKOBKH

ITo 1 vy 2 MII B @MITyJIBI C TOYKOM FJTH KOJIBLIOM
H3]I0MAa W3 CBETO3AIUTHOTO HEUTPAIBHOTO CTEKIIA ©
KaccoM conpoTeBiennst rugponusy HGAL (mepBoIi
THIPOTHTHIECKHIA).

Ha kaayto aMITyTy HaKJIeUBafOT JTUKETKY U3 Oymaru
JUTSL TIEYaTH THIOrpadCKOi, MITH MACICSH, MK
JTHKETOYHOMN, WM CaMOKIIEAINEVCS, MIH HaIMCH Ha
aMITyJTe HaHOCAT METOJIOM TJTyOOKOM Mk CTpyHHOH
IedaTH OBICTPO3aKpEILIOIIEHcs Kpacko I
CTEKJIAHHBIX M3/IEIIHIH.

TTo 5 amITyJT TOMEIIAIOT B KOHTYPHYIO STIEHKOBYIO
YIAaKOBKY U3 TUICHKH nonusrHmTXI0puaHOM (TTBX).
ITo 1,2, 3, 4 M 5 KOHTYPHEIX STICHKOBBIX yIIAKOBOK
BMeCTe ¢ HHCTPYKIHCH 10 MPUMEHEHHIO TIOMEINAIOT B

Mo 2 MJI B aMITyJiax ¢ TOYKOH H3JI0Ma U3
CBETO3AIUTHOTO HEUTPAIBLHOTO CTEKTIA C
KIaccoM compoTusienus ruapomusy HGAL
(TIepBBIif TAAPOITATHIECKHAN).

Ha xaxayro aMITyly HaKJIeeHa STHKETKa U3
CaMOKJIeSIIAsICS.

Tlo 5 aMITys IOMEIIEHBI B KOHTYPHYIO
SYEKOBYIO YIIAKOBKY U3 ILUICHKH
‘nonusrEIXIOpHAHOM (TIBX).

1o 2 KOHTYpHbIE TICHKOBBIC YTIAKOBKH BMECTE
¢ MHCTPYKIMEH IO IPHMEHEHHIO TIOMEIICHEL B
T1auKy U3 KapTOHa U HOTPeOUTeIbCKOM TaphL.
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IaYKy U3 KapTOHA JUI IIOTPEOUTEIIbCKOM TapkL.
ITo 5 nnwm 10 aMITys BMecTe ¢ HHCTPYKLHMEH IO
IPUMEHEHHMIO TIOMEAOT B IaUKy U3 KapTOHA JJIs
TOTPEOHTENECKOI TaPHI ¢ TOGPHUPOBAHHEIM
BKJIAJIBIIIEM.

Ynaxoexa ona cmayuonapos

ITo 50 mmu 100 KOHTYPHBIX SYEHKOBEIX YIAKOBOK
BMECTE C PaBHEIM KOJIHMIECTBOM HHCTPYKIIHIA 11O
IPUMEHEHHIO IIOMEINAIOT B KOPOOKY U3 KapTOHa
ro(pHpPOBAHHOTO.

MapxkupoBka

Ilepsuunan ynaxosxa. Ha STHKETKE aMITyIIBI WITH Ha
aMITyJie YKas3plBal0T COKPAIEeHHOEe HANMEHOBAHNIE
AepKaTeisi PErHCTPAMOHHOTO YAOCTOBEPEHHS,
TOPrOBOE HAMMEHOBAHKE NpeMapara, KOHIIEHTPAIIHIO B
MI/MI1, 00b€eM TpeniapaTa B MIJUIHIUTPAX, HOMEp
CEepUHM U ATy UCTE€YEHHUs Cpoka roguoctu («IomeH
J0:...» WK «J10...»). JlaTa Ipou3BOICTBA BKIIOUEHA B
HOMEp cepyu (MOCTIeIHIe YeThIpe LU(PbI B HOMEpE
Cepuu 0003HAYAIOT MECSI] ¥ IOl M3TOTOBICHNUS
JIEKapCTBEHHOI'0 IIperapara).

Bmopuunan (nompebumenscran) ynaxoska. Ha
IIa4yKe yKashIBalOT COKPAIEHHOe HAaMMEHOBAHHE
TIPOM3BOIUTENLA/IEPAKATEIIT PETUCTPALIMOHHOTO
YAOCTOBEPEHHs, €r0 TOBAPHBIN 3HAK, aapec,
Tenedon/dakc, TOproBoe HaMMEHOBAHHE TIPENapara,
MEXyHapOJHOE HENATEHTOBAHHOES HAMMEHOBAHME Ha
aHITUACKOM H PYCCKOM S3BIKaX, JIEKAapCTBEHHYFO
(opMy, KOHIIEHTpaIMIO B MI/MII, 06bEM Mpenapara B
aMITyJie B MHJUIMINTPAX, KOJIMYECTBO aMITyJI B
yIaKoBKe, cocTaB, «Criocod IpHMeHEHNS: B
COOTBETCTBHH C HHCTPYKIMEH IT0 TIPUMEHEHMIO,
YCIIOBHSL XpaHEHHs], yCIOBHUA OTIycKa, « CTEPHILHON,
IpexynpeauTeNbHble Haamic: «[I[puMeHaTs 1o
Ha3Ha9EHHUIO Bpayay, « XpaHUTh B HEAOCTYIIHOM I
Aerelt MecTey, «He NPHUMEHATE [0 HCTEYEHUH CPOKA
TO/THOCTH, YKa32HHOT'O Ha YIIAKOBKEY, HOMED
PETHCTPAIMOHHOTO yIOCTOBEPEHHS Ha MpeNapar,
IITPUX-KOJ, HOMEpP CEPHH, JaTy UCTEUEHHSA CPOKA
ropsocty («CozeH 10:...»). Jlata npousBoacTBa
BKIIOYEHA B HOMEP CepHH (IIOCITeJHIE IeThIPE MUA(PEI
B HOMEpE CepHH 0003HAYAOT MECSI] U FOJ
H3TOTOBJICHHS JIEKAPCTBEHHOTO Iperapara).
Hormyckaetcs HaHeceHIe HH(POPMALHY LT
MOHMTOPHHI'a ABIDKEHHUS JIEKapCTBEHHOTO TIperapara
OT IIPOM3BOAUTEIA 10 KOHETHOTO MOTPeOHTENS.
Ynakoska juis craiuonapos. IIpu yrnakoBke pemapata
110 50 w100 KOHTYPHBIX STMEHKOBBIX yIaKOBOK Ha ,
9THKETKE YIaKOBKH JONONHUTENBHO YKA3EIBAKOT « {1
CTAallHOHAPOB) 0€3 yKa3aHWs YCIOBHI OTIIycKa U
HpexynpeauTeNbHON Hanrmicy: « [ [puMeHATh o
HAa3HAYECHUIO Bpagay. ‘

Ilepsuunan ynaxoeka. Ha strkeTke amIy sl
YKa3aHO COKpallleHHOe HaUMEHOBAHHUE
JlepKaTeNs PEruCTPalMOHHOTO Y IOCTOBEPEHH S,
TOProBOE HaAMMEHOBAHUE pernapara,
KOHIIEHTpALWs B MI/MJI, 00BeM Ipenapara B
MUUTHIATPAX, HOMEP CEpHH M JaTa HCTEYEeHHUS
cpoxka roanocTu («I"ozeH 1o:...»). Jlara
IIPOH3BO/ICTBA BKIIOYEHA B HOMED CEPHU
(mocnenHue YeThIpe MUQPE! B HOMEPe CepHH
0003Ha9AI0T MECSALL U TOJL H3rOTOBICHHUS
JIEKapCTBEHHOI'O IIpernapara).

Bmopuunasa (nompebumensvckan) ynakoska.
Ha mayxe yxa3aHo cokpaiieHHOe
HAaNMEHOBaHUe IIPOU3BOIUTEIIS/ AepKaTeNs
PETUCTPAIMOHHOTO YAOCTOBEPEHHS, ETO
TOBAapHEIiA 3HAK, aapec, Tenedorn/dakc,
TOProBO€ HaMMEHOBaHNE Nperapara,
MEXITyHAPOTHOE HEMATEHTOBAHHOE
HaUMEHOBAHME Ha aHTTHHCKOM M PYCCKOM
A3bIKAX, JIEKAPCTBEHHAA opMa, KOHIEHTPAIIHS
B MI/MJI, 00heM Ipenapara B amIyJie B
MIUTIIUTPAX, KOJIMIECTBO aMITYJI B YIIAKOBKE,
cocras, «Criocob mprMeHEHHs: B COOTBETCTBUH
C MHCTPYKIUEH 110 IPIMEHEHHIOY, YCIOBHS
XPaHEeHHH, YCIOBHA OTITycka, « CTEPHIBHOY,
IpeAynpenuTenbHble Hapmucu: « [puMeHATh
10 Ha3HAYEHHIO Bpaday, « XpaHWTh B
HEOCTYIIHOM JUIA feTeii MecTey, «He
NPUMEHATE 110 HCTEIEHHH CPOKa FOJHOCTH,
YKa3aHHOTO Ha yIaKOBKe)», HOMeEp
PETUCTPAIIMOHHOTO YIOCTOBEPEHHS Ha
IpenapaT, MTPUX-KoJ, HOMEp CepHH, IaTy
HCTEUCHUS CpOKa rofgHocTH («IoeH 10:...»).
Jlata Npou3BO/ICTBA BKIIFOUEHA B HOMED CEPUH
(mocnenHue YeTEIpe MUQPEL B HOMEPE CepHH
00603Ha9a0T MECSIL U TOJl H3TOTOBJICHHUS
JIEKAPCTBEHHOTO TIpenapara).

Hanecena nadopmanst 11 MOHMTOpHET
IBIDKEHHA JIEKADCTBEHHOTO IIperapara oT
IPOU3BOAUTEIA 10 KOHEYHOT'O TIOTPEOUTEIS.

YcioBus xpanenust

B samumenHoM ot cBeTa MecTe, IIpH TEMIIEpaType He
BhIIIE 25°C

B sammmenHoM oT cBeTa Mecte, mpu
TeMIeparype He Boime 25°C

Cpok rogHocTu

3akimouenne: JlekcaMeTa3oH, pacTBOp IS HHBEKLMH 4 ML
10 2 mut Ne 10, cooTsetctByet TpeGopanmsam HJJ

4 rona - Ho 08.2029 r.
; cepun 230825, aMITy bl CBETO3AIATHOTO CTEKIIA
2(007026)-(PP2RU)-270924

againpHHK OKK

IIOAIUCH

Mocronans A.C.




