000 «9HCTPEM®APM-C»

400007, r. Bonrorpag, np-kr. Metasinypros, 4. 30
OIPH 1163443074926

NHH 3459070488 KI1IM 345901001

doTtorpauyeckme n3obpakeHns MeanuUUHCKOro nsaenmns
CpeAcTBO A1 BHYy TPUCYCTaBHOro BBeAeHUS JINoTeka IKCTPeM

YTBEPX A
FeHepanbHbll gupekTop OO0 «KCTPEM®PAPM-C»

« 1§ y> 2024 1.

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHMI 1 PETUCTPALIMH MELMLIMHCKUX U3AENM



MapKupoBKa, HaHeCEHHAA Ha NOTPEOUTE/IbCKYIO YNaKOBKY U3aennsa (BapuaHT UcnonHeHna AnoTteka IkcTpem OpTo 19%0)
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MapK1poBKa, HaHeCBHHaA Ha NOTPEe6UTE/ILCKYIO YNaKoBKY U3aenns (BapuaHT UCMofiHeHUa AnoTeka IKcTpem OpTo 1%0)

CpencTtBo 4N BHYTPUCYCTaBHOTO BBeJeHUN AnoTeka QKCTpem
AnoTteka Dkctpem OpT0o 1%

KoMnnekTHOCTb:

1. Wnpuy co cpeACTBOM AN BHYTPUCYCTABHOTO BBEAEHUSA
AnoTeka 9kcTpem OpTo 1% (2.0 mn) - 1 W,

2. Wrna ctepunbHasa 21G X1 1/2" (0,80 38,1 mMm)-1 LUT.

3. NHCTPYKLUMA NO NPUMEHEHUIO - 1 WrT.

® A ® (§) C®

Mpon3BoAMTENb U MECTO NPOM3BOACTBA:

Mamphit Vision Care Private Limited.
PLOT NO. - 450. OPR NIRMA FACTORY. BESIDE JAY BANAS
METALS PVT. LTD., CHHATRAL. TAL.-KALOL, DIST.-GANDHINAGAR,

GUJARAT. INDIA (UHgus)
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COCTAB:
B 1 M/ COfiepXUTCS:
TBNYPOHAT HATPUIS. ..ottt s naeiena 10 mr
Hatpuii-hocthatHbI GYPEPHBIA PACTBOP. .....cuvirerririrereirserseseeressesassssssssessssssesessssssesssens 100%

TOJIbKO gnsa BHYTPUCYCTABHOIO NMPUMEHEHWA

CnonHoit MHOOPMALMEN O MPUMEHEHWUM MOXHO O3HAKOMWUTBLCSH B MHCTPYKLUMN MO NPUMEHEHNIO
MocTtaBnsaeTca B CTEPU/IbHOM, HETOKCUYHOM, NMpeaBapuTesibHO 3an0o/IHEHHOM LUNpULie.

XpaHutb npy Temneparype ot 2"C Ao 30°C B Cyxom MecTe.
Bepeub OT NPSIMbIX CONMHEUHBIX SlyYei.
2rc-

Mo Bonpocam KayecTsa, peknamauuii u NpUMeHeHNs MeguLMHCKOTo n3aenvs Ha
Tepputopumn PP obpaltatbes:

000 «9KCTPEM®APM-C»

400007, Bonrorpagckas obnacts, r. Bonrorpag, Mpocnekt MeTtannypros, 4. 30, koM. 2
Ten.: +7 (8442) 26-76-61

PervnctpayumoHHoe yaoctoBepeHune: XXXXXX (Homep) oT XXX (gaTa)
Homep nuueH3un npoussoantens: G/28/1605

Homep naptuu: MS2311003
[laTta n3rotosneHus: 11/2023
CpOK FrofHOCTH: 10/2026



MapKunpoBKa, HaHeCEHHasA Ha NOTPEOUTENbCKYHO YNaKoBKY U3aenus (BapuMaHT McnosiHeHnA AnoTteka dkcTpem OpTo 1%)
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MapKMpoBKa, HaHecEHHasi Ha MOTPeGUTENbCKYIO YNAKOBKY U3fenns (BapuaHT UCMONHeHMS AnoTcka IKcTpeM OpTo max 1%)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MapKunpoBKa, HaHecEHHas Ha NOTPeObUTENLCKYHO YNaKOBKY 13fenuns (BapnaHT MCNoMHeHUA AnoTeka IKcTpem OpTo max 1%0)

CpefcTBO A1 BHYTPUCYCTaBHOIO BBeAeHMNA AnoTekKa 3KCTpem COCTAB:
B 1 Mn cogepxurcs:
AnoTteka 3kcTpem OpTo max 1% TUANYPOHBT HATPUSL. ...ttt O mr
Hatpuid-hocthatHbIin BYHEPHBIN PACTBOP. .......ccrvirirriierireireieeseiseieseessiesseessiesens [0 1004

KOMMN/IeKTHOCTb:
TONBbKO ana BHYTPUCYCTABHOIO MPNMEHEHWA

1. Wnpwuy co cpeCcTBOM 415 BHYTPUCYCTaBHOTO BBEEHNA
AnoTteka 9kcTpem OpTto max 1% (6,0 mn) - 1 wT
C MOJHON MH®OP 1P La« O MPUMHEHNV MOXHO O3HAXOeUTLCS B MHCTPYKLIM MO NAVBEHEHUIO

2. Wrna ctepunbHas 21G x 1 1/2" (0,80 x 38,1 mm) - 1 wr.
MocTtaBnABTEA B CTBpVI]'Ib)KM*, HEeTOKCUWYHOM, NPpBABApPUTB/IbHO 3anonMenMHom LUI'IpI/IL[*-

3. NHCTPYKUMNA NO NpUMeEHeHuo - 1 wr.
XpaHuTb npy Temneparype o1 2"C o 30"C B CyxOM MBCTB.

Bepeub 0T MPAMbIX CONHEUHbIX lyyei.

® A ®

Do Bonpocam Ka4yecTBa, peKnamaLlel N NpuMeHeHna MmeguunHCKoro nsgenuna

Ha TeppuTopun P® obpawartscs:

. . . . 000 «9KCTPEM®APM-C»

Memphis Vision Private Umtted. 400007, Bonrorpagckas obnactb, r. Bonrorpag, MNpocnekT MeTannypros,
PLOT NO. - 450 orpP. N\RMA FACTORY. BESIDE JAY BANAS 4. 30, koM. 2

METALS PVT. LTD.. CHMATRAL, TAL.-KALOL. DIST.-GANDHINAGAR. Ten.:+7 (8442) 26-76-61

GUJARAT. 4DIA (VHgysi)

| TTpon3ocANTBXb U M3CTO NPOU3BOLCTBA;

PernctpaynoHHoe ygoctoBepeHme: XXXXXX (Homep) oT XXX (gata)
Homep nuueH3un nponssoautens: G/28/1605
Homep naptuu:

O memph iS [arta nsrotoBneHunsn:

Cpok rogHocTu
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MapK1poBKa, HaHECEHHasi Ha MOTPeOUTENbCKYH YNAKOBKY M3Aenust (BapuaHT UCNonHeHUs AnoTeka IkcTpem OpTo max 1%o)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MapKkupoBKa, HaHeCEHHas Ha NOTPeOUTENLCKYHO YNAaKOBKY U3LeNnus (BapmaHT UCMofHeHUA AnoTeka IKcTpem OpTo yabTpa 1,5%)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MapKunpoBKa, HaHeCEHHast Ha NOTPeOMTENbCKYI0 YNaKOBKY M3aenns (BapuMaHT UcnosiHeHUs AnoTteka IKcTpeM OpTo ynbTpa 1,5%)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MapKu1poBKa, HaHeCEHHas Ha NOTPEOUTETbCKYHO YNAaKOBKY M3aenns (BapuaHT UCMofHeHna AnoTeka IKeTpem OpTo ynbTpa 1,5%)

Mpon3sognuTenb U MecTo NpPou3BOACTBA:
Memphis Vision Care Private Limited,
PLOT NO. - 450, OPR NIRMA FACTORY. BESIDE JAY BANAS

METALS PVT. LTD., CHHATRAL, TAL.-KALOL. DIST.-GANDHINAGAR,
GUJARAT, INDIA (MHaus)

4= memphis
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Mo Bonpocam KayecTsa, peknaMmaunii 1 NpUMeHeHnss MefULIMHCKOro 13genus
Ha TeppuTopun P® obpaliarbes:

000 «3KCTPEM®APM-C»

400007. Bonrorpagckas o6nactb, . Bonrorpag, MNMpocnekt MeTtannypros,

4. 30, Kom. 2

Ten.: +7 (8442) 26-76-61

PeructpauunoHHoe ygoctoBepeHne; XXXXXX (Homep) oT XXX (garta)
Homep nnueH3nm npoussognutens: G/28/1605

Homep napTtuu:

[ata n3rotosneHus; M523M005

CpPOKIMHOCTHK: 1172023



MapKupoBKa, HaHeCEHHasA Ha NOTPEOUTENLCKYIO YNAaKOBKY U3aenunsa (BapuaHT UCNOIHEHMS AnoTeka 3KcTpeMm OpTo ynbTpa 1,5%)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MapKMpoBKa, HaHeCEHHasi Ha MOTPeGUTENbCKYHO YNAaKOBKY M3fennst (BapuaHT UCMONTHEHNs AnoTeka DKCTpeM XoHApo [yo)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MapKMpoBKa, HaHeCEHHasi Ha MOTPEOUTENbCKYH YNaKOBKY M3fenunsi (BapuaHT UCMonHeHMs AnoTeka SKcTpem XoHApo yo)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MapKU1poBKa, HaHECEHHAA Ha MOTPEBUTENBLCKYH YNAKOBKY M3aenns (BapuaHT UcnosiHeHMs AnoTeka JKCTpem XoHApo yo)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MapKupoBKa, HaHeCEHHasA Ha NOTPEOUTETLCKYIO YNAaKOBKY U3aenus (BapuaHT UCMoNHeHNA AnoTeka DKCTpem XoHAPO [yo)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MapK1pPOoBKa, HaHeCEHHAsA Ha UHAMBUAYabHYI0 YNAKOBKY 13genus (651McTep), BapmMaHT UCNONHeHUst AnoTeka dKeTpem OpTo 1%

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MapKunpoBKa, HaHeCEHHasi Ha MHANBUAYaIbHYIO YNaKoBKY n3genna (6ancTtep), BapmaHT UcrnosiHeHna AnoTeka IKcTpem OpTo max 1%

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MapK1poBKa, HaHecEHHasi Ha MHAMBUAYaNbHYO YNaKoBKY u3aenus (6a1ucTep), BapuaHT UCMoHeHUst AnoTeka dKCTpeM OpTo ynbTpa 1,5%

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MapKunpoBKa, HaHeCEHHasi Ha MHANBMAYaNbHYIO YNaKoBKY usgennsa (6amcrtep), BapnaHT UCMONHeEHNA AnoTeka OKcTpem XoHApo [yo

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MapKunpoBKa, HaHeCEHHasi Ha MHANBUAYaIbHYIO YNakoBKy urbl (Urna ctepunbHan 21G x 1 V2" (0,80 x 38,1 mm)- 1wT.)

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MaKeT pycCKOs3bIYHOTO CTMKepa Ha TPAHCMOPTHOI yNakoBKe Ha NpUMepe BapuaHTa UCMofHeHus «AnoTeka IKCTpeM OpTo 1%»

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

m  Meo”his Vision Care Private Limited
PLOT NO. -450. OPP NIRMA FACTORY. BESIDES JAY BANAS METALS
PVT LTD.. CHHATRAL. TAL -KALOL. DIST.- GANDHINAGAR.
GUJARAT. INDL\ alHgu*)

Hanm«HoBaHHe MI: CpefCTBO A1 BHATPBCYCTaBBOIO BBEAEHUS ANOTeKa DKCTPEM

BapuaHT HcnonsesBA: AnoTteka Ikctpem OpTo 14
B COCTaBe:
1 LWnpBnco cpeacTBOM XTA BHYTPHCYCTaBBOro BBeaesu!!
AnoTeka 9kcTpem OpTto 14 (2 mn) -1 wr.
2. Wrna ctepunbHasn 21G x 1*/:" (0.80 x 38.1 mm) - 1 wr.
3. WHCTpyKUMA NO NpUMEHEeHWto - | L.

t > o 1
rc

Konnuectso n3genwnii B ynakoske - 250 L. LI’C I]
PerHctpanHoHHoe ygoctoBepeHue: XX XXXX (Homep) oT XXX (gata)
YNONHOMOYEHHBI NpeAcTaBuTeNb B PD;

OCHO «QKCTPEM®APM-C»

400007. Bo.1rorpasnckas obnactb, r. Botrorpag. MpocnekT Metannypros, 4. 30. kom. 2
Ten.;-"7(8442) 25-76-61



TpaHcnopTHas ynakoBKa MeANLMHCKOro un3aenus «CpefcTBO A1 BHYTPUCYCTaBHOTO BBEAEHNS ANoTeka JKCTPeM»
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CpeacTBo A4Nnsi BHYTPUCYCTaBHOMO BBeAeHMS ANOTeKa JKCTPeM, BapmaHT UCMOMHEHMS AnoTeka IKcTpem OpTo 1% (O6wnii Bug)

Ha ¢oTo: Y nakoBKa MegULMHCKOTo n3genus (noTpebutensckas); LLINpuu, co cpeAcTBOM A1 BHYTPUCYCTaBHOMO BBeAeHNA ANoTeka JKCTpeM
OpT10 1% (2 mn); Nrna ctepunbHaa 21G x 1'/2" (0,80 x 38,1 Mm).

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



CpefcTBO 419 BHYTPUCYCTABHOMO BBEAEHUSA AMOTEKA SKCTPeM, BapMaHT UCNOHEHMSA AnoTeka SkcTpem OpTo 1%, B cocTaBe:
1 Wnpuuy co cpeAcTBOM AN BHYTPUCYCTaBHOro BBeAeHNs Anoteka OKcTpem OpTto 1% (2 mn) - 1 wr.
2. Nrna ctepunbHaa 21G x 12" (0,80 x 38,1 mm) - 1.

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU

24



CpeacTBo A4Nnst BHYTPUCYCTaBHOIO BBeAeHMA AnoTeKa DKCTPEM, BapMaHT UCMONMHEHMA AnoTeka SKeTpem OpTo max 1% (O6wnii B1a)

Ha (oTo: ¥YnakoBKa MegULMHCKOro nsgenuns (notpebutensckas); LLnpuw, co cpeAcTBOM 415 BHYTPUCYCTaBHOI0 BBEAEHUA ANoTeKka SKCTPeM
OpT1o max 1% (6 mn); Wrna ctepunbHas 21G x 1 Y:" (0,80 x 38,1 mMm).

Yoot
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CpeacTBo 4na BHYTPUCYCTABHOIO BBeeHNA AMNoTeKka JSKCTPeM, BapuaHT UCMnosiHeHUA AnoTeka IkcTpem OpTo max 1%, B cocTaBse:

1 LLnpw1y co cpeAcTBOM AN BHYTPUCYCTaBHOro BBeAeHNs AnoTeka OKcTpeM OpTo max 1% (6 mn) - 1 wr.
2. Nrna ctepunbHaa 210x1 2" (0,80 x 38,1 mm) - 1 wwr.

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



CpefcTBO ANst BHYTPUCYCTAaBHOMO BBeAeHUSI AMoTeKa IKCTPeM, BapnaHT MCMONHeHMs AnoTeka IKcTpem OpTo ynbTpa 1,5% (O6wunii Bug)

Ha ¢oTo: ¥ nakoBKa MeguUMHCKOro nsgenusa (notpebutensckas); LLnpuy co cpeAcTBOM AN BHYTPUCYCTaBHOIO BBeeHUs AnoTeka KCTpem
OpTo ynbTpa 1,5% (4 mn); Nrna ctepunbHas 210x1 '/2" (0.80 x 38,1 mm).

norexa SkCTpemOp yrbma L%

CpeAcTBO 4N1 BHYTPUCYCTABHOIO BBEEHUS

['wanypoHat HaTpusi 60 UT

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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CpeacTBo 4Na BHYTPUCYCTABHOIO BBefeHUA ANoTeKa OKCTPeM, BapuaHT UCnosiHeHUa AnoTeka OKcTpem OpTo ynbTpa 1,5%, B cocTaBe:

1 Winpwuy, co cpeAcTBOM AN BHYTPUCYCTaBHOro BBeAeHUs Anoteka OkcTpeM Opto ynbTtpa 1,5% (4 mn) - 1 wr.
2. irna ctepunbHas 210x1 'A" (0,80 x 38,1 mm) - 1 wwr.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



CpefcTBO 47151 BHYTPUCYCTAaBHOM0 BBeAEHUSI ANoTeKa DKCTPeEM, BapuaHT UCNONHeHMA AnoTeka IKeTpem XoHapo Ayo (O6wmii Bug)

Ha (boTo: ¥ nakoBKa MeMLMHCKOro usgenusa (notpebutensckasn); LLUnpuy, co cpeacTBoM 415 BHYTPUCYCTaBHOIO BBeAeHUA ANoTeKa DKCTpem
XoHapo Ayo (3 mn); Urna ctepunbHas 21G x 1 V2" (0,80 x 38,1 mm).

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU



CpeacTBo /19 BHYTPUCYCTAaBHOMO BBeAeHNS1 AnoTeKa SKCTPeM, BapuaHT UCMoIHeHMA AnoTeka SKCTpeM XoHApo [yo, B cocTase:

1. LLinpuy, co cpeacTBOM AN BHYTPUCYCTaBHOrO BBeAeHUS AnoTeka IKCTpeM XoHapo Ayo (3 mn) - 1wr.
2. Nrna ctepunbHas 21G x 1\2" (0,80 x 38,1 mm) - 1.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



CpefCcTBO A/19 BHYTPUCYCTaBHOr0 BBeeHUs AnoTteka IKCTpem (3. VIHCTpyKuMs No NpUMEHEHNIO - 1 WT.)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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MN1K TPYKUWMSA NO MPUMP.UPTINK) ' IASTRI (TIONS FOH | K
Ha meguumHckoe nugenuc for a medical device

C'|NeiriM as« MATTPACYTHHL 0 8HefeaH!l JTTnrka TkecTpem /
Intra-aritcttUr injection ApMcca F.tirem

iipoiruKcicTBa Memphis Vision Care Private !united. ngsa
manufactured by Memphis Vision I" arc Private l.imitcd, India
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