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NHCTPYKUMS N0 NPUMEHEHNIO HA MeAULIMHCKOE m13aenne

CucTtema fipeHaxkHasa aAns CHMWKeHUA BHyTpurnasHoro gaeneHnsa PRESERFLO™, B cocTaBe,
npounssogcTBa «MHHDoKyc MHK»™ CLUA (InnFocus, Inc.)

Instructions for Use for medical device

PRESERFLQTM MicroShunt GLAUCOMA DRAINAGE SYSTEM
Manufactured by InnFocus Inc, USA
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HanmeHoBaHMe MegULUMHCKOro n3genms
Cuctema  [peHaxxHas 4719 CHWKeHWA
PRESERFLO™, B cocTase:

1 MukpowyHT PRESERFLON- 1.

2. Mapkep Ans CKnepbl, LWMpMHA pasmeTkn 3-20 Mm - 1 L.

3. HoX Xupyprityeckuin 0a4Hopa3oBbili € LpuHoK nessus Imm MSL10, givHa
pyKoATK 118 Mm - 1.

4. Pyuka mapkepHas —1 LLT.

5. rna 0,51vMm xX16 Mv- 1.

6. KaHtons 4ns nepeaHeii kamepbl rnasa 230X8 MM, U30rHyTas!, TOHKOCTEHHas
—um.

7. VIHCTpYKUMSA MO NMPUMEHEHMIO - 11T,

8. JTVKeTa naumeHTa- 6 L.

9. NHayBMayanbHas KapToyka nauyieHTa—IL L.

BHYTPUIIA3HOMO  [1aB/IEHIs

(Janee no TekcTy BO3MOXHbI Ha3BaHWA: Cuctema, PRESERFLO™
MicroShunt, InnFocus MicroShunt, MIDI Arrow.)

HasHayeHne MeguLUHCKOro n3genmns

CuctemMa  [peHaKHad 1A CHWDKEHVS  BHYTPUIIAsHOMO  [AaB/IeHUS
PRESERFLO™ MicroShunt npefHasHayeHa /19 CH/KEHWS BHYTPUTIa3HOro
[AaB/IEHVS Y MAUMEHTOB C MEPBMYHOM OTKPbLITOYTO/bHOW T/1ayKOMOM, Y
KOTOPbIX BHYTPUI/Ia3HOe [aBfieHue OCTaeTcsd HecTabWibHbIM Ha  (hoHe
MaKCVMa/IbHbIX — MEPEHOCUMbIX  [03  JIEKAPCTB  WWM Yy KOTOPbIX
NpOrpeccupoBaHme r1aykoMbl TpebyeT ornepaLyn.

[MokasaHua

Cuctema pgpeHaXkHad [/19  CHWKEHUA  BHYTPWUINa3HOrO  AaBneHus
PRESERFLO™" MicroShunt npeiHa3HaveHa /11 CHYKEHWS BHYTPUIIa3HOTO
[aBMeHNA Y MaUMeHTOB C MEPBUYHON OTKPbITOYrO/IbHOA /layKOMOW, Y
KOTOPbIX BHYTPUI/Ia3HOE [aBfIEHVe OCTAeTCA HeCTabwibHbIM Ha  (poHe
MaKCUMa/lbHbIX — MEPeHOCUMbIX 03  JIeKapCTB  W/wii Y KOTOpbIC
MPOrpeccpoBaHue I71ayKOMbl TPeOyeT orepaLyn.

MpoTnBONOKa3aHUA

WmnnaHtaups PRESERFLO™ MicroShunt npoTrBonokasaHa npu Haimumm
OLHOTO 13 CMIEAYHOLLMX COCTOSHMIA:

1 BakTepuasibHbIin KOHbHOHKTUBMAT.

2. bakTepuvasibHble A3Bbl POroBULLbI.
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Name of the medical device

PRESERFLO™ MicroShunt Glaucoma Drainage System consisting of:
1 PRESERFLO™ MicroShunt - 1 unit.

2. 3-20mm Scleral Marker - 1 unit.

3. LOmm Slit Angle Knife - 1 unit.

4. Marker Pen - 1unit.

5. 25G Needle - 1unit.

6. Anterior Chamber 23Gx8mm bend, thin wall cannula- 1 unit.
7. Instruction for use - 1 unit.

8. Case Report Stickers - 6 units.

9. Patient card - 1 unit.

(Herein and after: PRESERFLO™ MicroShunt, InnFocus MicroShunt, MIDI
Arrow.)

Intended use of the medical device

The PRESERFLO™ MicroShunt Glaucoma Drainage System is intended for
reduction of intraocular pressure in eyes of patients with primary open angle
glaucoma where IOP remains uncontrollable while on maximum tolerated
medical therapy and/or where glaucoma progression warrants surgery.

Indications

The PRESERFLO™ MicroShunt Glaucoma Drainage System is intended for
reduction of intraocular pressure in eyes of patients with primary open angle
glaucoma where IOP remains uncontrollable while on maximum tolerated
medical therapy and/or where glaucoma progression warrants surgery.

Contraindications

The implantation of the PRESERFLO™ MicroShunt is contraindicated if one
or more ofthe following conditions exist:

1 Bacterial conjunctivitis.

2. Bacterial corneal ulcers.



3. SHOoqTaIbMUT.
4. OpbuUTa/bHbIA LIENIHONNT.
5. bakTepremusa unmn centTuLeMms.
6. AKTVIBHbIA CKIEPUT.
7. YBewuT.
8. Tshkenas hopma CyXOoCTu I/1as.
9. Tskenas hopma brehapumTa.
10. PaHee BbIfB/IEHHAsA [/1a3Hasd WM CUCTEMHAs MaTo/orus, Kotopasi, Mo
MHEHUIO XVpypra, C TO WM MHOW BEPOSTHOCTHIO MOXET B pesy/bTare
VMNMaHTaUMN  M30e/IMS BbI3BaTb  OC/IOXKHEHUS B MOC/e0nepalyioHHOM
neproge (Hanpumep, TsHkenas MAOMKS U TOHKast KOHbIOHKTYBA).
11. [narHocT1poBaHHas 3aKpbITOYro/bHast raykoma.
12. He u1cnonb3oBatb Y MauUMEHTOB C CWIbHOM YyBCTBUTE/IHOCTBIO WK
aneprueli K MeTasiiam.
B03MOXHble 0C/TOXHEHWA 1 NO60YHbIE 3NPEKTbI
K 0CroXkHeH1sIM BO BPeMS 1 Moc/1e ornepaLim OTHOCSTCS:
- HEKOHTPO/MPYeMOe MpOrpeccupoBaHuie rayKoMbl;
- 3aTpyaHeHns npn yctaHoBKe PKEBEAPBO™ Micro8buni,
- YBE/MYeHVe BPeMEHM XUPYPrMYeCKOro BMELLIATE/bCTBa;
- MUrpaums TpyoKuM 13 nepesHein Kameps;
- YIN/IOLLEHVE NepeaHeli Kamepbl;
- Ype3MepHOe KPOBOTEUEHVIE B MepeaHei Kamepe Win rnasHoM S6/10Ke;
- COMP1KOCHOBEHME PAE3EKPbO™ Micro8lunl ¢ poroBuLeit
pa,uy>KH0|/| 0060M04KOIA;
C/IMLLIKOM BbICOKOE W/ HU3KOe BHYTPUI/Ia3HOe [aB/EHVE;
- HaxOoX[eHVie B NepefHelt kamepe BA3K03/1aCTUYHOIO Matepriara;
- XOpVOUZAbHbIA BbINOT WM KPOBOU3NSHUE;
- OTC/IOEHVE CETHATKY,
- MponvdepaTBHas pPeTUHOMATS,
- rvgema;
- TUNOTOHWS WM TUMOTOHNYECKas MaKy/ionaTus;
- (oTM3NC rNa3HOro S6/10Ka;
- 3HAOQTATLMAT;
- Mnpope3aHwe TPyoKY Yepes KOHBIOHKTVBY;
O/I0KMpPOBKa TPYOKN pafly>kKHOM 060JI0YKON, CTEKNOBUAHLIM TENIOM WA
q)vlﬁpleOM
- YBEWT;
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Endophthalmitis.
Orbital cellulitis.
Bacteremia or septicemia.
Active scleritis.
Uweitis.
Severe dry eye.
Severe blepharitis
10. Pre- -existing ocular or systemic pathology that, in the opinion of the
surgeon, is likely to cause postoperative complications (e.g. severe myopia and
thin conjunctiva) following implantation of the device.
11 .Patients diagnosed with angle closure glaucoma.
12.Do not use on any patient who is too sensitive or allergic to metals.

©ooNO T~ W

Possible complications and side effects
The complications during and after surgery may include:
- glaucoma progression not controlled.

- difficulty in inserting the PFIMS,

- extended surgical procedure.

- tube migration out of anterior chamber,

- flat anterior chamber,

- excessive bleeding in anterior chamber or eye,
- PFMS touches cornea or iris.

- intraocular pressure too high or low,

- viscoelastic used in anterior chamber,

- choroidal effusion or hemorrhage.

- retinal detachment,

- proliferative retinopathy.

- hyphema,

- hypotony or hypotony maculopathy.

- phthisis bulbi.

- endophthalmitis.

- tube erosion through conjunctiva,

- tube block by iris or vitreous or fibrin.

- Uwveitis.

- diplopia.

- agueous misdirection.



- ouniionus; - comeal complications (abrasion, edema, ulceration, infection.

- HenpaBWbHbIA OTTOK BHYTPUIa3HOM XUAKOCTY; decompensation, bullous keratopathy, endothelial cell loss, Descemet striae).
- OCMOXHEHWSi CO CTOPOHbI POroBUUbI  (3p03ns, OTeK, W3bsA3B/eHMe. - partial or complete vision loss.
VHDEKLINS, - globe perforation.
[ieKOMMeHcaLys, 6ynne3Haﬁ KepaTonatusi, NnoTeps sHAOTeMMabHbIX KNeToK. - bleb leak.
pa3prBbI [eCLiEMETOBO MeMOpaHbl); - blebitis.
yacTHYHasA WK NosHast NOTepst 3peHNs; - cystic bleb.
- nepdopaums riasHoro S6/10Ka; - bleb failure.
- (mcTyna rnbTPaUMOHHOM NOAYLLKK; - pupillary block.
- Gnebur; - ptosis.
- K1CTa (UbTPALWIOHHON NOAYLLIKM; - macular edema.
- HECOCTOATENbHOCTb (PULTPALIMOHHON NOAYLLKY, - prolonged inflammation,
- 3payKoBbIi1 6/10K; - use of glaucoma medications.
- 03, - pain.
- MaKy/sipHbIlA OTeK; - conjunctival complications (dehiscence, dissection, hemorrhage, hyperemia.
- TNPOAOKATE/IBHOE BOCMaSIEHVE; scar, ulcer).
- TPUMEHeHVie MpernapaTos NMPOTUB I/1ayKOMbI, > iris adhesions/synechiae.
- 60rb; - cataract development or progression.
- OC/IOKHEHWSi CO  CTOPOHbl  KOHBIOHKTVBbLI  (paspbiB, pacceyeHve. - explantation of the PFMS,
KPOBOM3/NMSHIE, Tnepemms, pyoLibl, N3bA3BEHME); - encapsulation reaction,
- CMaKW/CUHEXWN Pasy»HOV 000MOUKY; - fibrin in anterior chamber.
- pasBuTVie U NPOrPeccUpoBaHie KaTapakTbl, - visual field damage.
- akcnnaHTaumss PRESERPLO™ MicroShunt; - globe perforation.
- peakums UHKancynsauum; - headache.
- 06pa3oBaHue (PropKHa B NepeaHelt Kamepe; - vitreous hemorrhage,
- HapyLLIeHvie Mos1s 3peHus; - suture related complications.

- nepdopaLms F1asHoro 6/10Ka;

- ronoBHas 6osb;

- KPOBOM3/NSHME B CTEK/OBIHOE TeNO;

- OC/TOXXHEHWS1, CBSI3aHHbIE C HATOXEHWEM LLIBOB.

CBefleHnA 0 Npon3BoAMTENEe Information about manufacturer
NponssoguTenb: Manufacturer:
«NHH®POKyC VIHK.», CLLA (InnFocus, Inc.) InnFocus, Inc.
12415 SW 136 Avenue, Unit 3, Miami, FL 33186, USA 12415 SW 136 Avenue, Unit 3, Miami, FL 33186, USA
MecTo npon3BoACTBa: Site of manufacture:
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1. Hurricane Medical, 5315 Lena Road, Bradenton, FL, 34211-9442, United
States

2. MANI, INC. 8-3 Kiyohara Industrial Park, Utsunomiya, Tochigi, 321-
3231, Japan

Tecfen Medical, 6100 Hollister Avenue, Building 3, unit 3A/3B, Santa
Barbara, California, 93117, USA

CeefileHns 06 ycnoBuA MPUMEHEHUss MEOULIMHCKOrO  u3fenMs n
NOTeHUMaIbHbDK NMOTPEOUTENSIX

Cucremy PRESERFLO™ MicroShunt MoryT 1CMOMbL30BaTb
KBa/I(OMLIMPOBaHHbIE O(ITa/IbMOJION 1 CreLMaICTbI Mo 3a060/1eBaHUAM 7133,
TPeOYHOLLWIM XUPYPIYECKOr0 JIEUEHNS B YCNIOBUSX KIMHUKA W GOMbHULI.
BospacTHast rpynna nauyieHToB: B3poc/ble (22 rofa u ctaplLue).

TpeboBaHMsA 6e30MacHOCT U Mepbl NPeLOCTOPOXKHOCTU

- He wucnonb3yitte MukpowyHT PRESERFLOM  Mroro3bulll,  ecnm
YCTPOMCTBO ~ BbIMNAAUT  AehOPMMPOBAHHLIM,  COTHYTbIM WM
VICKPVB/IEHHBIM.

- [ina paboTbl C YCTPOWCTBOM M30eraiiTe NMPUMEHEHNS 3y6UaTbIX MMHLETOB.
PeKOMeH/yeTCs 1CNo/b30BaTh MUHLET Mo MaKpepcoHy.

- He vcnonb3yiite HOX, €C OH YAAPWICA WK COMPUKOCHY/CA C APYTMMA
rnpeLMeTamMu, Kpome r/1a3Horo A6/10ka. Takoin HOX MOXKET ObITb MOBPEXIEH U
MOTepATb OCTPOTY.

- MpnmeHeHve MykpolyHTa PRESERFLOM MicroShunt mpy BTOPUYHOA
rnayKome He 13y4asoch.

- YCTPOWCTBO He [O/MKHO MoaBeprarbcs MPAMOMY KOHTaKTy ¢ MaTepuanamu
Ha OCHOBE MeTposiaTymMa (Base/Ha) (HanpumMep masu, CyCreH3um U T.n.).

- BbibpacbiBasi YCTPOWCTBO MOC/ME WUCMO/b30BaHUS, MOMECTUTE Jie3Bue B
yTnsip.

- OTNyCK TOMbKO MO peuenTy: 3ro YCTPOWCTBO paspeLLieHO AN MPOAaKU
TO/bKO BPa4OM W M0 ero 3akasy.

- TonbKO AN 0IHOPA30BOr0 UCMO/b30BaHUA. He 1cnosb3yiiTe NoBTOPHO U He
CTepWUnn3yliTe MOBTOPHO. [OBTOPHOE WCMOMb30BaHWE WM MOBTOPHas
CTepUIM3aLMA MOTYT HapyLUMTb CTPYKTYPHYHO LE/IOCTHOCTbL YCTPOMCTBA
WWM NpUBECTM K MOpYe YCTPOMCTBA, UTO, B CBOKD O4epefdb, MOXET
MPUYMHUTL CEPbE3HBIA BPes, MaLMeHTyY, NMPUBECTU K B0/E3HW, CrienoTe win
cMepTw. [OBTOPHOE MCMO/b30BaHWE WK MOBTOPHAA CTepuinsauys MoryT
Taloke €034aBaTh PUCK 3arpsa3HeHNs YCTPOMCTBa WM UHADALMPOBAHNS W
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1) Huiricane Medical, 5315 Lena Road, Bradenton, FL, 34211-9442, United
States

2) Mani, Inc.8-3 Kiyoihara Industrial Park, Utsunomiya, Tochigi, 321-3231,
Japan

3) Tecfen Medical, 6100 Hollister Avenue, Building 3, unit 3A/3B, Santa Barba-
ra, California, 93117, USA

Information about usage conditions

The PRESERFLO™MicroShunt can be used by trained ophthalmologist,
specialist in surgical eye disease in a clinic or hospital environment.
Patient Age: Adult (22 years of age or older).

Warnings and precautions

- Should the PRESERFLOM" MicroShunt appear deformed, folded and/or
distorted, do not use.

- Avoid use of toothed forceps to handle device. McPherson type forceps are
recommended.

- Do not use knife if it has been hit against or in contact with parts other than the
eyeball. Such knife may be damaged and lose sharpness.

- The use of the PRESERFLO™" MicroShunt for secondary glaucomas has not
been established.

- The device should not be subjected to direct contact with petrolatum-based
(i.e. petroleum jelly) materials (e.g. ointments, dispersions, etc.).

- After-use discard with the blade stowed inside the cover.

- Rx only: This device is restricted to sale by, or on the order of, a physician.

- For one-time use only. Do not reuse or re-sterilize. Reuse, or re-sterilization
may compromise the structural integrity of the device and/or lead to device
failure which, in turn, may result in serious patient injury, illness, blindness or
death. Reuse, or re-sterilization may also create a risk of contamination of the
device and/or cause patient infection or cross-infection, including, but not
limited to, the transmission of infectious disease(s) from one patient to another.
Contamination of the device may lead to injury, illness, blindness or death of
the patient.

- After use, dispose of product and packaging in accordance with hospital,
administrative, and/or local government policy.

- Long term effects of Mitomycin C (MMC) with the use ofthis device have not



MEePeKPeCcTHOr0 MHMLMPOBaHMA MaLMeHTa, B TOM 4uClie PUCK Mepefaun
VH(EKUMOHHBIX 3a00/1eBaHNIA OT OHOrO naumeHTa Apyromy. 3arpsisHeHue
YCTPOICTBA MOXET MPUBECTV K TpaBme, 0OO/esHW, CrernoTe WM CMepTu
raLyieHra.

- Mocne cnonb30BaHWA YTUM3MPYIATe NPOAYKT U YNakoBKY B COOTBETCTBUM
C MpeanvcaHuaMX  GOMbHWLBI,  8AMUMHWUCTPATMBHLIX — OpPraHoB Wi
TpeboBaHUAMM MECTHOTO 3aKOHOLATE/bCTBA.

- OTaaneHHble adekTbl npymeHeHns MutommnupHa C (MMC) y naupeHToB ¢
VIMMN/IRHTUPOBaHHbIM YCTPOCTBOM He OLEHVBa/ICL. [Mpu nprmeHeHu MIMIC
HaCTOSITENbHO ~ PEKOMEHAYETC  MPUMEHSITb  HeoOXoauMble  Mepbl
MPesoCTOPOXHOCTM M MPOLEaypPb!.

- BWCKO3M1aCTUKN Yy MaUWEeHTOB C UMIM/IaHTUPOBaHHBLIM YCTPOMCTBOM He
TECTMPOBA/INCh. TEM He MeHee B Upe3BbIHaiiHOl CUTYaLWn, KOTa BCe apyriie
METOZb! JleYeHns Hea(eKTVBHbI, MPUEMIEMbIM BapUaHTOM MOXET OblITb
npUMeHeHWe  ruapokecunponuaMeTunue/vitonossl  (MIMLL).  MpyuveHsTb
IMML, Cc uenblo KOppeKuMn MeNiKoM nepefHen Kavepbl rasa Mpu
WUMMN/TaHTMPOBAHHOM MUKPOLLYHTE Micro8bunl crenyet B
MOCNefHIo OYepedb, TakK Kak BO3HWMKAET PUCK MPEeKpaLleHUs TOKa uyepes
YCTPOICTBO B TEUEHVIE OLHOW U/ HECKO/TbKMX Hefie/lb NOC/IE UCMO/b30BaHUS,
4TO TPEOYET TLLATENBHOIO 1 60/1ee YaCToro KOHTpons B/,

' He npvveHsiiTe y NauyeHTOB C MOBbILLEHHOM YYBCTBUTELHOCTHIO W
anneprueit Ha MeTabl.
M306paxkeHne 1 onucaHme nsgenns

PRESERFLO™ Micro8bulLLl (PEMB8) npeacTasnsieT coboi UMMIaHTUpyeMoe
[peHaXHOe W3[eNMe [A/18 JIeYEeHUA [/1ayKOMbl, W3rOoTOB/IEHHOE U3 0C060
rmékoro nonmmepa 81B8 (Monn(CTrpon-61oK-M306yTneH-6110K-CTUPona)] B
BUZE TPYOKM C Hapy>HbIM Arametpom 350 MKM 1 npocBeToM 70 MKM. OHO
OCHaLLEHO BbICTYMamMy  TPEYrosibHOM (hOpMbl, KOTOpble MpefoTBpaLLaroT
MUIpaLnio B NepeaHIoro Kamepy. V13aenve npegHasHaueHo 419 MMniaHTaumm
Mog, Cy6KOHBIOHKTUBA/IbHBIM/CYBTEHOHOBbIM MPOCTPAHCTBOM.

1 Xupypru [omkHbl ObITb XOPOLLO O3HAKOMJ/IEHb! C WM3E/IMEM B paMKax
Ha/1IeXALLEro 0by4eHu.

2. Heo6xoauMo NpoBepsTb CPOK FOAHOCTU Ha KaXKIOM W3LE/NN.

Cuctema PEESEEPBbOM" MicroShunt mnocTaBnseTcd B KOMMJIEKTe C
MapkepoM C LUMPUHON pasMeTKM 3 MM, CTEPWIbHO YrakoBaHHas B
repmMeTUuYHbIA MakeT Tyyek. B komnnekte ¢ PRESERFLO™ Micro8bulll
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been evaluated. Necessary precautions and interventions on the use of MMC are
highly recommended.

- Viiscoelastics have not been tested with this device. However, in an emergency
when all other therapies have failed, the use of hydroxyl methyl-cellulose
(HPMC) may be an option. Use of HPMC should be a last resort to correct a flat
chamber with the PRESERFLO”" MicroShunt and may risk loss of flow
through the device for one or more weeks after

use necessitating close or more frequent observation of IOP.

- Do not use on any patient who is too sensitive or allergic to metals.

Picture and description of device

The PRESERFLO™ Micro8hunt (PFMS) is an implantable glaucoma drainage
device made of an extremely flexible 8IBS [poly{8tyreneblock-IsoButylene-
block-8tyrene)] polymer with a tube of 350 pm outer diameter and a lumen of
70 pm. It has triangular fins that prevent migration of the tube into the AC. The
device is designed to be implanted under the subconjunctival/Tenon space.

1 Surgeons should be well familiarized with the device with proper training.

2. Make sure to check the expiration date on each item.

The PRESERFLO™ MicroShunt is supplied with a 3 mm marker, sterile and
packaged in Tyvek sealed pouch. Devices are provided with the
PRESERFLO™MicroShunt and include: 25Ga needle, marker pen, and a 1mm
knife, which are detailed below. Devices are each single pouched and boxed (as
a package system) with the MicroShunt device.



NnocTaBNAlTCA cnegytowme KOMMoHeHTbl: urna 25C - 0,51mMm x16 MM,
MapKepHas py4yka, HOX C WNPWUHONM ne3susa 1 mm. MogpobHOe ux onvcaHue
nNpMBefeHO HMKe. Kaxablii KOMMOHEHT yNakoBaH B MakeT M nomelyaetcs B
KOpo6Ky (ynakoBo4yHas CMCTEMA) BMECTE C MUKPOLUYHTOM.

MukpowyHT PKESEKPbOM”

KoHmrypaums mukpoLuyHTa PKESEKPBO™ n306paxkeHa HIDKE.

[MpocseT n3genna umeet grameTp 70 MUKPOH C Hapy>kKHbIM AvameTpom 350
MUKPOH W MpefHasHaueH 1 OTTOKA XXUAKOCTU U3 MepeaHein Kamepbl Ha
(MNBTPAUMOHHYIO  MOAYLWIKY  (Ny3blpeBUOHOE — 00pasoBaHVe  TMOf
KOHBHOHKTMBOW/TEHOHOBOM  060/I04KO) CO  CKOPOCTHHO,  3KBUBA/IEHTHOM
CpedHein CKOpOCTW OTTOKA 13 340POBOro asa YenoBeka (2-3 MKI/MUH npu
[iaB/IeHAN 5 MM pT. CT.).

TpeyronbHble BbICTYMbl MO 6GOKaM  M3deMA  MpeAHasHayveHbl Ay
MpesoTBPaLLIEHMA er0 MUTPaLMK B NepeHIo Kamepy, a Takke /11 Co34aHus
(hr3nIecKoro 6apbepa Kaky BUHHbIX MPOBOK, He LOMYCKAOLLEr0 MPOTEKaHNSA
YXUOKOCTW BOKPYT U30eNKA.

PRESERALO™N«VicroShuiit.

The physical configuration of the PRESERfLO****MicroShunt device is shown
below.

The lumen of the device is approximately 70 microns in diameter with an outer
diameter 0350 microns and is designed to allow aqueous flow from the anterior
chamber to a bleb (blister-like formation below the conjunctiva/Tenons)
equivalent to the average flow from a healthy human eye of 2-3
microliters/minute at 5SmmHg.

The triangular “fins” on the device are designed to prevent the device from
migrating into the anterior chamber as well as to physically block aqueous from
leaking around the outside of the device similar to a cork on a bottle.

Puc. 1, MukpowyHT PRESERFLO*/ PRESERFLO» MicroShunt

Mapkep 4719 CKepbl, LWnpuHa pasMeTku 3-20 MM

3TOT 0AHOPA30BbIA KOMMOHEHT U3rOTOB/IEH U3 HEPXKABEHOLLIEN CTa/TN.
I"eHLMaHOBbIN (IMOMNETOBBIN KpacuTeslb 13 MapPKePHO PyYKM HAHOCUTCS Ha
KOHUMKM MapKepa BO BpemMs orepauymn. Mapkep BbIpaBHUBAETCA M0 /IMMOY 1
romeyaeT To4!"N' Ha paccTosHAN 3 MM OT SIMba.

Bpemsi KOHTaKTa MapKepa [/19 CKepbl 13 HEPXKABEIOLLEW CTa/In C OpraHU3MOM
rnauyeHTa COCTaB/IIET HECKO/bKO CeKyH, KOHTaKT OrpaHuyeH [Byms
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3-20mm Scleral Marker

This disposable component is made from stainless steel. The gentian violet from
the marker pen is placed on the tips ofthe marker during surgeiy. The marker is
lined up with the limbus and a point on the sclera 3mm from the limbus is
marked with the marker.

The contact time of the stainless steel scleral marker with the patient is no longer



TOYKaMW.

Puc. 2.
HoyX XMpyprmyecknii 0aqHOpas3oBblii C LUMPUHONA ne3Bus 1vv M8b10,
LNMHa PYKOATKN 118 Mm
3TOT 0AHOPa30BbI HOX UCTO/b3YETCA 415 (hopMMpOoBaHUS KapMaHa 1xX1 Mm
HEeNnocpeACTBEHHO MOf, MOBEPXHOCTLIO CKMepbl A1 Pa3MeLLEeHNs TOHKOM
yactm MukpowyHTa PKE3EKPbO™ B0 Bpems YCTaHOBKW, VM [eNaroT
COeVHUTENbHOE OTBEPCTME C MepeaHeil kamepoid. OfHOPa3oBOe /ie3Bue
M3rOTOBMIEHO M3 HEPXKABEIOLLEM CTa/M UM OCHALLEHO  M1aCTMacCoBOWA
PYKOSITKOA. N
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than several seconds with patient contact limited to the two points of contact.

E

E nil mi nil m

Mapkep 415 CKnepbl, WnprHa pasmeTky 3-20 mm (BKg, ceepxy 1 cHidy)/ 3 mm Scleral Marker (Top and Bottom Views)

1.0 mm Slit Angle Knife

This disposable knife is used to create a 1mm x 1mm pocket just below the
sclera surface for placement of the fm portion of the
PRESERFLO™MicroShunt during the insertion process and makes connecting
hole to anterior chamber. The disposable blade is made of stainless steel with a
plastic handle.



Mr-"
w. . \/t-»

'Storage case

Puc. 3. HOX Xvipypruveckunii 04HOPa30BbIiA ¢ LUMPUHON ne3sus Imm MSL10, asimHa pyKosTku 118 mm B qyT/spe ais XpaHeHus/

Bend Angle Yron n3rnéa

Wire diameter JviaveTp npoBo/oKM

Ophthalmic knife OhTa/IbMONOTHECKUI HOX

Storage case ®yTnap 4na XpaHeHws
Pyuka mMapkepHas Marker Pen

OpHopaszoBast MapkepHas py4ka COLEPXKUT reHLMaHOoBbIM (M0NETOBbIN
KpacuTesb, KOTOPbI HAHOCKUTCS C NOMOLLbHO MapKepa C LLMPUHOW pasMETKM
3 MM /151 MAEHTUDMKALWIN TOUKN BBEAEHNSA HOXA.

KOHTaKT naumeHTa ¢ YepHWIaMy Ha OCHOBE TeHLWaHOBOrO (hMO/IETOBOrO
KpacuTesia orpaHuMyeH HaHeceHMem 2-X HeGOMbLUMX BUOUMBIX TOYEK OT
MapKepa 19 CKIepbl C LUMPUHOM pasMeTky 3 MM, KOTOpble B MpoLecce
nMnaHTaumn  MUkpolyHta PKEBEKPBO® Mef/ieHHO CMbIBAOTCA Mpu
vppuraLmm rnasa coanaHcMpoBaHHbLIM COMEBbIM pacTBopoM (B88) B xoae 15-
20-MVHYTHOW npoLeaypb!.

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

The disposable marker pen contains gentian violet to be used with the 3mm
marker to identify the point of entry for the knife.

Patient contact with the gentian violet ink is limited to 2 small visible dots
transferred from the 3mm Scleral Marker that are slowly washed away during
PRESERFLO® MicroShunt implantation as the eye is irrigated with Balanced
Salt Solution (BSS) throughout the 15-20 minute procedure.



Puc. 4. Pyuka MapkepHas / Marker Pen

OnvcaHve Description
1 Kopnyc Barrel
2 BonbLLIOl KoMNa4oK Large Cap
3 BepxHaa 3arnyLuka Top Plug
4 [Jepxarte/nb HaKOHeYHVKa Tip Holder
5 KnHOBWAHbB I HAKOHEUYHMK Chisel Tip
6 Marbli1 Konnavok Small Cap
7 [yneBUaHbIA HAKOHEUYHMK Bullet Tip
8 EMKOCTb C yepHuiamm Ink Reservoir
9 Touka KperneHus ¢ pe3b0oi Screw Theaded Attachment Point
Wrna 0*1Mm X16 MM 295G Needle

CTaHaapTHas 0fHOpa30Bas Urna M3 HEPXKaBEHOLLIE TKaHW C OOLUE A/IMHON

< This is a standard disposable stainless-steel needle with a total shaft length of
cteona 158 mm (5/8 arovimMa) M rHe3goBbIM pasbeMoM J1ko3pa Ha KOHLLE.

5/8” and a female luer hub at the end. It is used to make an entry track into the
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Wcnonssyetcs nans cosgawus pgocTyna B nepegdioto  kamepy nytem  anterior chamber by passing the needle through the scleral pocket and under the
NpPOBeLEHNS Yepe3 CKepasibHbIA KapMaH Y Mog, ivo.

limbus.

Puc, 5. Wrna 0>SInmx16 MW 25G Needle
KaHtons ana nepeaHein kKamepbl rnasa 23C X 8 MM, M30rHyTas,

Anterior Chamber 23Gx8mm bend, thin wall cannula 23G
TOHKOCTEHHas The devices are sterile disposable cannulas for ophthalmology.
CrepunbHast 0aHOPa30Bast KaHHKMA /151 MPUMEHEHNS B OQITa/IbMO/OM N, Used to inject various liquids and air through a blunt tip.
cnonb3yeTcs 415 BBELAEHNS Pa3/IMUHBIX XXUAKOCTEN 1 BO3AyXa Yepes Tyrow
HaKOHEUHMK.
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Puc. 6. KaHtonsa ans nepeaHein kamepbl rnasa 23G X 8 MM, M30rHyTas, ToHKocTeHHast/ Anterior Chamber 23Gx8mm bend, thin wall cannula

Puc. 7. KoH4YMK KaHronM, TonwwmHa cteHok/ Cannula tip, wal
Thin wall TOHKWE CTEHKM
8mm 8 MM
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Cnocob NprMMeHeHus

Monb3oBatenb A0/KeH ObITb Hagnexawmnm obpasom 0b6yyeH npasuiam
MNCNONb30BaHMA YCTPOIMCTBA Nepes ero NpUuMeHeHUeM.

TexHMKa onepaumn

1. AHecTe3ns: Bug aHecTesnn onpepenset Xupypr.

2. MoparoToBKa ycTpoincTBa MUKPOLWYHT PRESERFLOM MicroShimt:

BHMMaTENbHO OCMOTPUTE YMaKoBKY YCTpOiCTBa Ha npeaMeT
MOBPEX/AEHWUI, KOTOPble MOTYT HapylWWUTb CTEPUIbHOCTbL. [lpu
HaMMUMM  NOBPeXAeHWs  BbIGPOCbTE  YCTPOiCcTBO.  W3BnekuTe

MUKpowyHT PRESERFLOMN MicroShunt n3 ctepunbHON ynakoBKu u
MOMecTUTE Ha CTepWUSIbHY0O MNOBEPXHOCTb. CMOUYUTE MUKPOLWYHT
PRESERFLO™" MicroShunt opTaNnbMONOTNYECKNM
cbanaHcMpoBaHHbIM COMEBbIM UPPUTaLMOHHBLIM pacTBopom (BSS).
MpumeyaHue: Pa3pesaTb UAM KakKUM-T1Mb6o o6pa3om mMoLUPULUPOBaThH
MUKpowyHT PRESERFLO™ MicroShunt 3anpewaeTcs.

3. MpurotosneHne MutomnymnHa C: Ecnin xupypr npumensetr MMC,
cnefyiTe  MHCTPYKUMSM MO MNPUMEHEHUD  ANA  MNONYYeHUs
KoHUeHTpauun MMC 0,2-0,4 wmr/mn. TTOATOTOBbTE LWINPUL, WM
CUCTEMY ANS CMblBaHMA U30bITKa BSS (> 20 mn).

4. KopHeanbHas  TpakuuMa UM KOHbIOHKTMUBA/IbHbIA  JIOCKYT:
BbinonHAeTCA KOpHeanbHasa TpakLus ¢ NOMOLLbI0 BUKPUIOBOTO LWBa 7-
0 (HaycmoTpeHue xupypra). B HameyeHHOM onepaLnoHHOM KBajpaHTe
BblKpanMBaeTCAd CYOKOHbIOHKTMBANbHbLIA /[ CYyOTEHOHOBbI NOCKYT
OCHOBaHMeM K CBOAY C OKPYXXHOCTb0 90®-120® 0T nMmba Ha rnyouHy
He MeHee 8 MM.

5. O6paboTka MMC: 1o yCMOTpPEHUIO Xmpypra: 3 poroBuyHble rybkm
Lasik Shield, cmo4yeHHble B pacTBope MMC B KoHueHTpauum 0,2-0,4
Mr/Mn, TOMeCcTUTE Ha 2-3 MUHYTbI NOA CYOKOHBIOHKTUBANbHbIN TOCKYT
C OKPY>XHOCTbI0 90®-120° rny6uMHO 0KOM0 8 MM, 3aTeM ryoKu yaanute
1 NnpomMoliTe 601bWIKMM KonndecTBoM BSS (> 20 mn).

MpumeyaHue: Y6eaunTecb, UYTO Kpail KOHBIOHKTWUBANbHOW paHbl He
conpukacaeTcs C aHTUMETab0INTOM.

6. MoaroToBka MecTa BBOLA B MepefHIO0 Kamepy: Y 6eamTtech, YTO B
30He nnaHupyemoro BeBoga PRESERFLO/™ HeT aKTUBHOrO
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Mode of application

User must be properly trained on the use of the device prior to use.
Surgery:

1. Anesthesia: The type ofanesthesia will be at the surgeon’s discretion.
2. Preparation of PRESERFLO™ MicroShunt: Carefully examine the
package containing the PRESERFLO""* MicroShunt for signs ofdamage
that could compromise sterility. 1f damaged, discard the device. Remove
PRESERFLO™ MicroShunt from sterile packaging onto sterile field.
Wet the PRESERFLO™ MicroShunt using a solution of Balanced Salt
Solution (BSS).

Note: No cutting or modification of the PRESERFLO™ MicroShunt is
allowed.

3. Preparation of Mitomycin C: If the surgeon is applying MMC, follow
the instructions for use for preparing 0.2-0.4mg/ml MMC. Prepare a
syringe or line that can flush copious amounts of BSS (>20ml).

4. Corneal Traction and Conjunctival Flap: Perform corneal traction with
7-0 Vicryl suture at surgeon’s discretion. In the planned surgical area,
dissect a fornix based subconjunctival/subTenon pouch over a
circumference 0f 90®-120° from near the limbus to at least 8mm deep.

5. Application of MMC: At the surgeon’s discretion, apply 0.2-0.4mg/ml
MMC soaked in 3 corneal lasik shield sponges imder the subconjunctival
pouch over a circumference 0f90®-120® about 8mm deep for 2-3 minutes,
remove the sponges and rinse with generous amounts of BSS (>20mL).
Note: Assure thatthe conjunctival wound edge does not come into contact
with antimetabolite.

6. Preparation of Anterior Chamber Entrance Site: Assure there is no
active bleeding in the area ofthe planned PFMS entry. Mark a point 3mm
from the limbus utilizing 3mm scleral marker and marker pen. At the
marked point, use a 1mm slit angle knife, create a shallow scleral flap at
the mark just big enough to tuck the fin portion of the PRESERFLOM
MicroShunt. M ~e a 25G needle track into the anterior chamber (AC) by
entering the scleral flap and advancing the needle so as to enter the angle
just above the iris plane.

7. Insertion of PRESERFLO™ MicroShunt into Anterior Chamber:
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KpoBoTeyeHusA. C NOMOLLbIO CK/lepasbHOro MapKepa pasmepom 3 MM U
MapKepHOl pyykyu OTMeTbTe TOUKY Ha paccTosHuu 3 MM OT numba. B
OTMEYEHHOI TOUYKE C NOMOLLbI0 HOXa OAHOPA30BOro XUPYPruyeckoro
1mMm cchopmupyiite

MOBEPXHOCTHbIV CKNepasibHbIA NOCKYT AOCTAaTOYHOM BEIMYMHBI, YTOObI
3anpaBuTb BbICTYN MuUKpowyHTa PKE3EKPBO™ Micro8bunl. Mrnoi
0,51mMm x16 MM chenainTe KaHan B NepesHIO0 Kamepy, BBOAA UTY NOJ
CKNepasibHbll NI0OCKYT W npofBuras Takum o6pa3om, 4To6bl OHa
[OCTUrIayrna YyTh BbMMe YPOBHS Pagy>XHoOW 060/104KMN.

7. BeegeHne mukpowyHTa PKESBEKPEO™ Micro8bunl B nepefHtoro
Kamepy rnasa: C nomMowbio NuHLeTa NogHeCUTe TPYOKY MUKPOLIYHTA
PKESEKPEO™ M1icro8bwill cCKOLEHHbIM KOHLOM K pOroBuLie, y Bxoga
B CAENaHHbI WUrNoW KaHan, YyAepXwusas BbICTYN napanfientHo
MOBEPXHOCTHU CKJIepbI. OCTOpPOXHO BBEAMTE MUKPOLUYHT
PKESEKEbO™ M1icro8lwnl B KaHan, NoKa BbICTYN He CKPOeTCcH Moj
CKNnepanbHbIM NOCKYTOM. [pn NPUMEHEHUN W3NULLIHERA cunbl PEM8
OyfeT npormbatbca, U npouesypa BBOAa yC/oXHUTCA. Ecnn BBOA He
yhaeTcs, MOXHO cAenaTb APYroi KaHan npumepHo B 1 MM c nto6oii
CTOPOHbI OT NEPBOHAaYanbLHOro KaHana. Ecnv Bo Bpemsa npouenypbl
MUKpowyHT PKEBEKEEO™  Micro8bunl 6yaeT  MOBPEeXAeH,
NCNnonb3yiite HOBbI MMKpOWYHT PKESB8EKEEO™ Micro8bunl wu
BBOAMTE ero 4epe3 HOBbI KaHan. [locne ycnewHOM YCTaHOBKU
MukpowyHta PKESEKEEOM" Micro8bunl y6eamnTecb, 4YTO KOHel,
Tpy6kn PKESBEKEBO'™* " B nepefiHei Kamepe rnasa He conpukacaeTcs c
POroBULEA MNM PafyXHOW 060/0YKON, U UTO eCTb TOK BOAAHUCTOM
Bnarn. Ecnv Tok Bnarn He onpegensercs, ¢ MOMOLLbI TOHKOCTEHHOW
M30THYTON 8-MUNNIMMETPOBOW KaHtonM Kanubpa 230 BBeauTe B88 B
ANCTanbHbIA KoHel, MuKpowyHTa PKESEKEEOMN Mlcro811mnl, 4to6bl
aKTMBmpoBatb TpyOKy. Y6eamTecb, 4YTO TOK Bfaru ecTb, 3aTem
MoOMecTuTe KOoHel TPyokn mukpowyHta PKESEKPEO™ Milcro8bunl
nof CYOKOHbHOHKTUBANbHbIV / CyOTEHOHOBbIN NOCKYT HA MOBEPXHOCTb
CKJiepbl, NPN 3TOM y6eMTeCh, YTO OH He 3aCTPSAN B TEHOHOBOMW Karncyne.
Ecnm TOK Bnarm OTCYTCTBYeT, MepeMecTuTe YCTPOWCTBO B Apyroe
MOJIOXKeHMe UNKN 3aMeHunTe ero.
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Using forceps, position the the PRESERPLO ' MicroShunt tube with the
bevel facing towards the cornea close to the needle track while keeping
the fin face parallel to the scleral sinface. Gently insert the
PRESERFLO™™ MicroShunt into the track until the fin is tucked under
the scleral flap. Use of excessive force will result in temporary bending
of the PFMS and increase the difficulty of entrance. If not accessible,
another tract can be made approximately 1mm to either side of the
original tract. Ifthe PRESERFLO™ MicroShunt is damaged during the
procedure, use a new PRESERELO"" MicroShunt and use a new tract.
After successful insertion ofthe PRESERFLO'** MicroShunt, check that
the PFMS tube position in the AC is not in contact with the cornea or iris
and that there is flow of aqueous. If flow is not visible, use a 23g Thin
wall 8mm bend cannula and inject BSS into the distal end of
PRESERFLO™ MicroShunt to prime the tube. Confirm flow, then tuck
the end of the PRESERFLO™ MicroShunt tube under the
subconjunctival/subTenon’s flap on scleral surface making sure it is not
caughtin Tenons. Ifthere is no flow established, reposition or replace the
device.

8. Verify position of the MicroShunt in the anterior chamber angle: It is
recommended that intraoperative gonioscopy be performed to assess the
position of the proximal tip of the PRESERFLO™ MicroShunt in the
anterior chamber to ensure that there is sufficient clearance fi'om the
cornea or iris.

9. Conjunctival Closure: Reposition the Tenon’s and conjunctiva to the
limbus and suture using sutures with a long history of successful use by
glaucoma specialists (i.e. nylon, vicryl). A moistened fluorescein strip is
used to check for a conjunctival leak, which may be closed with
additional sutures. Verify the presence of the proximal end of the
PRESERFLO™" MicroShunt in the anterior chamber. Pull corneal
traction suture out if it was used. Apply antibiotic and steroidal
medication post-op as appropriate.

10. After use, dispose of product and packaging in accordance with
hospital, administrative, and/or local government policy. Follow the
MMC instructions for use for proper disposal ofthe MMC.
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8. KOHTpONb NonoXeHns mmkpolwyHTa Mlcro8bunl B yrny nepegHei
Kamepbl: PekomeHayeTcs npoBOAUTb WHTpaonepayoHHY0
FOHWOCKOMWIO N9 OLEHKM MOMOXEHNA MNPOKCUMANbHOINO KOHUA

MUKPOLIYHTa Micro8bunl B nepeaHein Kamepe, YTOObI
obecneynmTb [OCTATOYHbIA 3a30p OT POroBMUbI WA  Pagy>XHOM
060/104KN.

9. 3aKkpbiTUe KOHbIOHKTUBBI: Peno3nyMoHnpyiTe TEHOHOBY Kancyny u
KOHBIOHKTUBY K IMMOY 1 3alleiTe, MCNOJb3ysa WOBHbIA MaTtepuan, ans
KOTOPOro UMeeTCs ANIMTENbHbIA ONbIT YCAELWHOro NCNob30BaHNA Npu
rnaykome (To ecTb HeilioH, BUKpWA). C MOMOLLbIO YBIAXKHEHHOM TecT-
MOJIOCKM C  (P/lyOPecuerMHoOM  MpoBepbTe, HE TMNPOTEKaeT Jin
KOHBIOHKTMBA, NPY HEOBXOANMOCTU HAIOXMNTE LOMONHUTE/IbHbIE LLUBbI.
Y6eaontecb B TOM, YTO MPOKCUMA/bHbIA KOHeL MWUKPOLWYHTa
PKESEKPEO™ Micro8buuil HaxoanTcs B NepefHein Kamepe. Y ganuTte
WOB AN KOpPHeanbHOW TpakuuwW, ecnm OH npumeHsanca. B
nocneonepaymMoHHOM  Mepuoje  NPUMeHANTe N0 MOKasaHUAaM
aHTUOMOTUKMN N CTeponHble npenaparbl.

10. Mocne wcnonb3oBaHWA YTUAU3MPYITE MNPOAYKT W YMNakoBKY B
COOTBETCTBUM C MNpefnucaHuaMn 60NbHULbI, aA4MUHUCTPATUBHBIX
opraHoB wuauM TpebOBaHMAMU MeCTHOro 3akoHogartenbcrtsa. [nd

npaBunbHON  ytunusayun MMC  cnefyite  WHCTPYKUMAM MO
npuMmeHeHuto MMC.

B nocneonepaumoHHbIin nepuoa;

1 MNpu kaxgom o6cnefoBaHUM  nauueHTa  KOHTPOAMpyinTe
BHYTpPUIrna3Hoe [aBfieHne, 4TOObl YAOCTOBEPUTLCA, 4TO TpybKa
OTKpbITA.

2. Ecnn B pesynbTaTe OUEHKM 3(PPEKTUBHOCTM YCTpoOicTBa bOygeT
NPUHATO peLleHne NepemMecTUTb, yaannTb W/Mnn 3aMeHUTb MAKPOLLYHT
PKESEKPEO™ Micro8biwl  yCTpONCTBOM Apyroro Tnna,
KOHBIOHKTMBY crneayeT paspes3aTb B 06/acTu numba aHanornyHo
nepBoHayasbHON npouefype. YCTPOWCTBO HYXHO OOHaXWUTb W
BbINO/IHUTbL NepemMeLLeHre nn yganeHue. MNocne yganeHns ycTponcTsa
y6eanTech B OTCYTCTBMM YTEUKM BNarn U3 KaHana. Ecnv onpegensercs
yTeuKa, 3alleinTe KaHan Cc NOMOLLbI BUKPWIOBOrO LWBa. [locne aToro
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Post operatively:

1. Monitor the intraocular pressure at each follow-up to determine if the
tube is open.

2. If the PREBERFLO™ Micro8hunt is repositioned, removed and/or
replaced with another type of device based on the device performance,
the conjunctiva should be cut at the limbus in a similar manner to the
original procedure.

The device should be exposed and the repositioning or removal
conducted. If the device is removed, verify that there is no aqueous
leakage from the track. If there is, use a Vicryl suture to seal the track.
The limbus should then be resutured in a similar manner as the original
surgery.
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NMM6 cnefyeT 3anTb aHa/I0rMYHO NMepBOHaYasIbHOM onepaluu.
MeTozbl OUNCTKMN U fe3NH(EKL N

He npumMmeHumo.

MeTogbl 1 yC0BUA CTEpUIN3aLLINN

W3gemnna 1 npyHagnexHoctn PRESERPLOM™MicroShunt  nocTaensroTcs
CTEPUIbHBLIMMN.

PRESERfLOMMicroShunt, Mapkep And  CKIepbl WM OAHOPA30BbIi
XUPYPIYECKUIn HOX CTEPUIM3YIOTCS C MOMOLLBIO STWIEHOKCKAA COr/IacHOo
TpeboBaHuAM 1SO 11135, a MapKepHas py4ka, Urna CTepuInsyroTcA ramma-
06yYEHVIEM.

CopfiepXXmMmoe 0CTaeTCA CTEPUIbHBIM 40 MOMEHTA BCKPbITUA WM MOBPEXAEHNS
yNaKkoBKW. Npu C/lyHaiHOM HapyLLIEHN CTEPUTBHOCTI U3AEMNS U OLHON 13
NPYHAAIEXHOCTEN WK B CNlyYae BCKPLITUS WM NOBPEXAEHWS YMaKoBKY
N3aenme NOLANEXUT YTUN3aUUN.

HE NOM/TEXXAT MOBTOPHOW CTEPUIA3ALIA

PRESERFLOM*MicroShunt n mapkep ans CKnepbl ¢ LUMPUHOM
pasMeTKN 3 MM

M3penve PRESERFLOMNMicroShunt crepuimsyetca ¢ nomolusto  100%
3TUNEHOKCHAA MoApsaHoi opraHusaumelrt «CTepumkeHnKe»  (Sterigenics),
pacrosioKeHHou B . CMypHa, wrat xopmxus, CLUA. Mpeanpustie umeet
ceptudmkar 1SO 13485. Bce MCMbITaHUA Ha CTEPUIbHOCTb MPOBOAATCS
KoMMaHvein «HenbcoH J1363» (Nelson Labs), Bxogsweid B rpynny
«CTepUMKEHNKC» 1 pacrioNOXeHHoN B I. Ttacka, wrat nnamHolic, CLLA.

MpeanpusaTue Takke uveeT ceptudimkar 1SO 13485.

Bannpgaumsa ctepunmsaumm nposeseHa B cootsetctsum ¢ 1ISO 11135:2014.
Keamgmkaums yctaHoBk (1Q) B OTHOLLIEHUM NOMELLIEHWIA NpesBapUTe/bHOI
006paboTKK, ITUMEHOKCUAHOO CTEpPUIM3ATOPa M 30H aspauyn bblna yCreLHo
NpoBefieHa  OpraHM3aumen-nogpsaunkom.  FomMmMmo  3Toro,  Bampaums
CTepuIM3aLmmM BK/IKOYaa B Cebs TP MONYUMKIA W OAMH MOJHbIA LK
KBa/mMUKaLmn - aghheKTMBHOCT  paboTbl. Kedkgas 3arpyska Monyumkia
cofepkana YCTpoOWCTBAa  KOHTPOMA  Mpouecca A1 0becreyeHumst
MaKC1Ma/IbHOTO OXXMAAEMOr0 YPOBHSA C/IOXKHOCTU CTepUIM3aLMK, a Takke
CTaHAapTHble  OGMONOrMYeCKMe  WHAMKATOPbI,  UCMOMb3yeMble /1
CTaHZapPTHOro MPOM3BOACTBEHHOMO LMKNA. Bce Momyumnksibl v KBaningmkaLms
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Cleaning and disinfection methods

Not applicable.

Sterilization methods

All PRESERFLO"™ MicroShunt devices and accessories are sterile upon
receipt.

The PRESERFLO™ MicroShunt, scleral marker, and slit angle knife are
sterilized by ETO sterilization per ISO 11135 guidelines and the marker pen,
needle are sterilized by gamma radiation.

Contents will remain sterile unless package is opened or damaged. Should the
device or any accessory be inadvertently rendered non-sterile, or should the
package be opened and/or damaged, discard the device.

DO NOT RESTERILIZE.

PRESERFLO™ MicroShunt and 3mm Scleral Marker
The PRESERFLO™MicroShunt device is sterilized with 100% ethylene
oxide at a contract sterilizer, Sterigenics, located in Smyrna, GA, USA. The
facility is 1SO 13485 certified. All sterility testing is conducted by Nelson Labs,
part of Sterigenics and located in Itasca, IL, USA.
The Steripro facility is also 1ISO 13485 certified.

Sterilization validation was conducted in accordance with I1SO 11135:2014.
An installation qualification for the preconditioning room, EtO sterilizer and
aeration areas was successfully conducted by the contract sterilizer. The
remainder of the sterilization validation consisted of running three half-cycles
and a full cycle performance qualification. Each half-cycle load contained
process challenge devices to provide the greatest expected challenge to
sterilization as well as routine biological indicators to be used for routine
production. Each of the half cycles and the performance qualification
demonstrated complete kill of the process challenge devices and the routine
biological indicators. Studies were also conducted to verify that the routine
biological indicators used with each cycle were more difficult to kill than the
product bioburden. All process parameters ran within specification during the
validation process.
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3(PheKTMBHOCTM  PaboTbl  MPOLEMOHCTPUPOBA/IM - MOMIHOE  YHUUTOXEHVE
YCTPOCTB ~ KOHTPO/IA  mpouecca W CTaHZapTHbIX  GMOMOrNYeCKuX
MHOMKATOPOB. Takke ObUMA MPOBEAEHbI MCMbITaHWA A1 BepUMKaLmn
OOfbLUed  YCTOMUMBOCTM  CTaHAAPTHBLIX  OMONOMMYECKUX  UHAMKATOPOB,
MCrO/b3YeMbIX B KXKAOM LWKIIE, M0 CPaBHEHWIO C G1O/OMMYECKOI Harpy3Koii
m3gerna. Bo Bpema mpouecca BamMauMM BCe rMapamMeTpbl 00paboTku
COOTBETCTBOB&/IN CrieLmhmKaLmn.

BbM  NpoBefeHbl UCMbITaHWA Ha YPOBEHb OCTATOYHOIO COAEPXKaHUA
aTWneHoKecnaa. bbbl nonyyeHbl  CRefytolMe  YPOBHW  OCTATOYHOO
COLEPXKaHNA ITUIEHOKCUAA:

50,01 MKr aTuneHoKeuaa/u3aenve;

50,01MKr aTuneHokeuaa/nsaenve.
PesynbTarbl yKasbIBaroT Ha TO, YTO MOKas3aTe/i COOTBETCTBYHOT
TpebosaHuam EN 1S010993-7:2008/AC:2009 n ISO-11979-8 g
MHTPaoKyNApHbIX MH3 (LOJT) <0,5 MKr/geHb 1 <1,25 MKI 3TUIEHOKCUAA B
COBOKYMHOCTY 1 <9Mr 3a repsble 24 yaca, <0,4 Mr/aeHb, <60 Mr 3a nepsble
30 aHei n <10 r 3a BECb CPOK CMy>KObl B OTHOLLIEHNW 3TUMEHX/IOPOrAPVHA.
[N aHTUIayKOMaTO3HbIX ApeHaxKel crieupasibHbIX NMPeaesibHbIX 3HaYeHI
He YCTaHOB/IEHO, HO nockosibky PRESERFLO™MicroShunt Haxogutcs
BHYTPM /1833, B KAUECTBE 3Ta/IOHHbIX UCMOMb3YHOTCA NMpeaebHble 3Ha4eH s
non.

HoXX XMpYypruyeckuii ogHOpasoBblid C LUMPUHOMA ne3Busa 1mm MSL10,
LINHA PYKOATKM 118 Mv

Crepunmzaups: aTUIEHOKCUAHAA CTepum3aLms

OpraHu3aums, NpoBoasLLasa CTepUIM3aLmIo .

- MAHW, VMHK. (MANI, INC.) 3ABO4 KMMOXAPA (KIYOHARA
FACTORY) (permcTpaumoHHblin Homep: 09BZ000133)

8-3 Kuiioxapa iHgacTpuan Mapk, YuyHommua, Toturm 321-3231, AnoHng

- MAHVxaHoii ko., JITA. (MANI HANOI CO., LTD.) 3SABO ®YVEH
(PHO YEN FACTORY) (pervcTpaLmoHHbIi Homep: BG11000011) KommyHa
TaH XyoHr, . ®yiieH, NPoBUHUMSA TXauHryeH, BoeTHam

YpoBeHb 0becrieyeHrs ctepuibHocTH (SAL): HON

JonycTtumble npese/bHbIe 3HaYeHWs OCTaTOYHOI0 ATUNeHoKeaa: Makc. 4 Mr.
[JonycTvmble npefenibHble 3HaYeHUs OCTATOYHOIrO  3TWIEHXIOPrUAPUHA:
Makc. 9 mr.

Banmpauma crepunmsaumm cooteeTctByeT ctaHaapty EN 1SO 11135:2014
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Ethylene oxide residual studies were conducted. The EtO residuals are as

follows:
<0.01 pg ethylene oxide/device;
<0.06pg ethylene chlorohydrin/device.

The values indicate that the values meet the EN 1SOI10993-7:2008/AC:2009
and 1SO-11979-8 requirement for intraocular lenses (IOL) of <0.5 pg/day and
<1.25pg total ethylene oxide and <9mg in the first 24 hours, <0.4mg/day,
<60mg in the first 30 days and <IOgrams lifetime for ethylene chlorohydrin.
There are no specific limits established for glaucoma drainage devices, but since
the PRESERFLO™*MicroShunt is in the eye, the IOL limits are used as a
reference.

1.0 mm Slit Angie Knife
Sterilization: EOG sterilization
Sterilization, facility
- MANI, INC. KIYOHARA FACTORY (Registration Number: 09BZ000133)
8-3 Kiyohara Industrial Park, Utsunomiya, Tochigi 321-3231, Japan
- MAN! HANOI CO., LTD. PHO YEN FACTORY (Registration Number:
BGI 1000011) Tan Huong Commune, Pho Yen Town, Thai Nguyen Province,
Vietnam
Sterility assurance level (SAL) is 10"
Allowable limits ofthe EO residue: Max. 4mg.
Allowable limits of the ECH residue: Max. 9mg.
The sterilization validation is compliantwith “EN ISO 11135:2014, Sterilization
of health care products- Ethylene oxide-Pait 1: Requirements for development,
validation and routine control ofa sterilization process for medical devices,” and
“PFSB/CND Notification No. 0215-13 in 2017, Amendment of Sterilization
Validation Standards”
Sterilization Validation.
We perform sterilization validation once a year in accordance with 1ISO 10993-
7. The samples used are safety knife part number with the highest EO and ECH
residues in Ophthalmic Knife product group. Sterilization validation results
show that EO and ECH residues in all of our sterilizers are below the reference
value.

Materials used for manufacturing Sterilization process
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Crepunmsaums  MegVUMHCKOM — NpoAyKumn.  STuieHokewna. Yacte L
TpeboBaHWA K pa3pabOoTKe, Ba/MdaLMM 1 TeKyLleMy KOHTPO/IKO rnpoLecca
cTepumn3aLyn MeauUmHCKMX nusaenunii n PP8B/CKO YeemomneHnto Ne 0215-
132017 r - BHeceH1e U3MeHeHWI B CTaHAAPTbLI Ba/MAALWMN CTEPUIM3aLMN
Banvpaups crepuinsaumn.

MbI NpoBOAMM BaMAALIMIO CTEpUIM3aLMMA B cooTBeTCTBUM ¢ 180 10993-7.
licnonb3oBaHHbIe 06pasLbl: HOXM apTUKY/IOB C Habosiee BbICOKVM YPOBHEM
OCTaTO4HOrO 3TU/IEHOKCMAA W STUNEHXMOPrMaprHa B MPOAYKTOBON rpyrine
O(hTa/IbMO/IOTUYECKMX  HOXeA.  PesynbTatbl  Bavfaumy  CTepuvsaLmm
[EMOHCTPUPYIOT,  4YTO  YPOBHW  OCTATOYHONO  ITWIEHOKCMAA U
TWIEHX/IOPrMAPMHA BO BCEX HALLMX CTEPUIN3ATOPaxX HDKe CTaHOAPTHbIX
3HAYEHWIIA.

Martepvianbl, MCMOMb30BaHHbIE /19 MpoLecca CTepuinsauMn B pamMkax

No  KOMMOHEHTI Martepuan Cneundmka- MpumeyaHus
ums
1 3tuneHokcua EO: C02 = 20%; EOG 20% Vcnonb3osasica ans
80% crepununsaummn EO
2 Buonoruyeckuii B.alrophaens ATCC9372  Wcnonb3osasca gnis
UHAMKaTop BamMaaumu
cTepunusauumn EO
Pyuka mMapkepHas

MapkepHas pyyka NpOXoANUT CTEPUIMN3ALMIO raMMa-0b/TyyeHVeM B
COOTBETCTBUW C Ba/IMAMPOBaHHbLIM MPOLLECCOM A9 IOCTUXEHUA
MUHUMa/IbHOI0 YPOBHS 06ecreyeHrs ctepunibHocTh 107 [aHHas
npoueaypa ocHoBaHa Ha ctaHaapTe EN180 11137-2: 2015 Crepunmzauma
MeAULMHCKOW NPOAYKLUMW. PaanaLyoHHas CTepunsaLms. Y CTaHoB/eHVe
CTepUM3YHOLLEN [03bl, MeTog, 1
Wrna 0,51mMm X16 Mm

rna npoxoguT CTepun3aLmio ramma-o6/1y4eHem B COOTBETCTBUM C
Ba/IMAVPOBaHHbLIM MPOLIECCOM /191 OCTUXKEHWS MAHVMANILHOTO YPOBHS
06ecrieyeHns CTEPUILHOCTU [JaHHas npoueiypa 0cCHoBaHa Ha
cTaHgapTe EH180 11137-2:2015 CTepunnzaums MeAVLIMHCKOI NPOAYyKLWN.
PaaunaLmoHHas CTepuinsaLms. YCTaHOBEHME CTEPUM3YIOLLEI [03bl, METO/
1

KaHtonsa ans nepeaHeii kamepbl riasa 23Cx8Mm, 130rHyTasi,

TOHKOCTEHHas
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No  Components Materials Specifications Remarks
1 Ethiene oxide EC: C02 = 20%: ECHO20%  Used in EOsterilization
gas 80%
2  Biological B.alrophaens ATCC9372  Used to validate EO
indicator sterilization process
Marker Pen

The marker pen is gamma sterilized according to a validated process to ensure
at least a 10 sterility assurance level. This procedure is based upon EN ISO
11137-2: 2015, Sterilization of health care products - Radiation - Establishing
the sterilization dose. Method 1

25G Needle
The needle is sterilized according to a validated process to ensure at least a 10
sterility assurance level. This procedure is based upon EN 1SO 11137-2:2015,
Sterilization of health care products - Radiation - Establishing the sterilization
dose, Method 1

Anterior Chamber 23Gx8mm bend, thin wall cannula
Sterilization Assessment.
Validation ofthe Gamma Radiation process at a parameter of 25.0 kGy — 38.0
kGy
for the current devices was completed using VDmax to demonstrate compliance
with the following standards:
I. ANSI/AAMI/ISO 11137 —Sterilization of Healthcare Products — Radiation
ii. Sterility Dose Auditing and Bioburden are performed annually, per
ANSI/AAMI/ISO
11137 VDmax.
A summary report has been issued documenting the results and is included as
Attachment.
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OveHKa cTepunmsaLmn.

Banmpaumsa npouecca ramma-06/1y4eHns ¢ napametpamm 25,0 KIp - 38,0 KI'p
B OTHOLLEHWMWN YKa3aHHbIX M3AenmiA Oblna MpoBefdeHa C WCMOoMb30BaHMEM
YOuwax (MakCUMa/lbHOA  MPOBEPOYHOM  A03bl) 419 [AEMOHCTpaLmm
COOTBETCTBUA C/IEAYHOLLWIM CTaHOapTaM:

1 AbBUAAMLY/180 11137 - Crepunmzaums MeavUMHCKOM MNPOAYKLMK.
PafnaLmoHHas ctepuimsaLms.

I MpoBepKa CTepUn3YIOLLENA [03bl 1 B1ONOMMUECKO Harpy3Ky MPOBOAATCS
exerofHo cornacHo AK81/AAMY/180 11137 YT1Tax.

CocTaBrieH CBOAHbIA OTHET C pe3y/bTaTamu, KOTOPbIiA BK/IKOYEH B JaHHbIN

[OKYMEHT B KauecTse [MpuioxeHus.
OCHOBHbIle TeEXHNYECKNE U (PYHKLMOHA/IbHbIE XapaKTEPUCTUKN Main technical and functional characteristics

21
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MukpowyHT PRESERFLOA*A
XapakTepucTmka
macca
ObLLas fymMHa
O6LLast LLmprHa
Hapy>kHblii guameTp
[JwnameTp npoceeta
Yron 3a0CTpeHus

CkopocTb noToka npv 20 MM PT. CT.

[epenag ckopocTy NoToka npy 20 MM PT. CT. 1
S MM pT. CT.

[MPOYHOCTL CLIEN/IEHNA OCEBOTO
MO/IOXKEHVS/BbICTYMOB

[MpoYHOCTL MpY CXaTUM

MNapameTpbl
0,840 +0,245 mr
8,5 0,7 Mm
11401 mm
0,35 40,01 mm
0,07 £0,01 mm
30° £10°

> 5,0 MK/MWH

< 13,8 MK/MVH
3,4—4.3 MKN/MWH

>0,637H

>30,6 mH

VlapKep NS cknepsbl, LUMprHa pasMeTKn 3-20 MV

XapakTepucTmka

O6LLast fmMHa

O6LLast LLmprHa

LLinprHa pyKoATKM

[/Ha pyKoaTky

Paguyc Ha KOHUYMKaxX Mapkepa

PaccTosHme Memcly OCTPbIMU YTiaMy KOHUMKa
PaccTosHue Mexxay MeTKamn Ha PyKOATKE
TonwmHa

LLlepoxoBaTocTb nosepxHoCTV Ra
rpagyvpoBKa:

- [NIMHa pa3METKM

- paccTosH1e OT AMCTa/IbHOr0 KOHLA 10 NepBoi
pUcKn
[Honycku = 10% ecnn He yKa3aHO MHOE.
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MNapameTpbl
54,99 +0,2 Mm
10,01 +0,13 mm
3,99 40,13 mm
21,64 +0,13 mm
15+0,13 mm
340,13 Mm
0,99 +0,08 Mv
0,20 40,01 mm

He 6onee 0,16 MKM

20.0 Mv
35.0 Mm

PRESERFLQTM MicroShunt
Feature
Weight

Total length
Total width
Outer diameter
Lumen diameter
Sharpening angle

Flow rate at 20 mmHg

Ratio between the flow rates at 20 mmHg and
5 mmHg

Axial/fin bond strength

Compression Strength
3-20mm Scleral Marker
Feature
Total length
Total width
Handle width
Handle length
Radius at the tips of the marker
Distance between sharp angles ofthe tip
Distance between marks on the handle
Thickness
Roughness
Calibration scale
- calibration scale length
distance between distal end ofthe scale and
first mark.
Tolerances are 10% if not mentioned.
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Measurements
0.840 + 0.245
mg

8,5+0,7 mm
1,1+0,1 mm
0,35+0,01 mm
0,07+0,01 mm
30°+10°

> 5.0 pL/min

< 13.8 pL/min
3.4 - 4.3 pL/min

>65 gF
> 30.6 MmN

Measurements
54,99+0,2 mm
10,01+0,13 mm
3,994+0,13 mm
21,64+0,13 mm
1,540,13 mm

340,13 mm

0,99+0,08 mm
0,20+0,01 mm

No more than 0,16 mcm

20.0 mm
35.0 mm



Puc. 10.  HOX Xmpypruyeckuin oaqHopa3oBbiIl ¢ LuMprHOM nessust Imm MSL10, aimHa pykositku 118 mv /1.0 mm Slit Angle Knife

ol 5.910.'5 (mm) |
LTy iy ;; . A
— >
Handle length (mm)
Type A : \\ii3
,.._z. TypcB : 10743
TypeC : 12343
Type D : 128+3
Blade U Angle length
C Angle
D Blade thickness
Product number  Handle B(mm) co D(mm) G(mm)
type
MSL 10 A 8.0+05 45+5 015400 1+0.05
5
G — MakcumasnbHas MM
wupunHa ne3sunao -
maximum blade widthmm
Blade Ne3Bue
Handle length (mm) [LnunHa pyKkosaTkn (Mm)
Type A Tuna
Type B Tun B
Type C TunC
TypeD Tun B
Angle length [nunHa cornyToi yactu
Angle Yron
Blade thickness TonwwmHa ne3sus
Homep m3genma Tun pykositkh  B(Mvm) cO D (vwv) G (Mm)
MSL 10 A 80£05 45+ 0,15+0,05 140,05
5
23
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OnucaHne OCHOBHBIX PYHKLWIA

Mpegmer  MeTogapl
OLEHKN  UCMbITaHWi
1 KayectBo OnpepeneHve
TBEPAOCTM

2 BHewHuin BusyanbHas
BU[, N1E3BKS NpoBepKa
[nonnposa
NHas
MOBEPXHOC
Tb)

3 BHewHuin BusyanbHas
BW N1€3BKS NPOBEPKA WK
(KOHUMK  r3MepeHue
ne3Bus)  Mog

MMKPOCKOTMOM

4 Martepvan CBuaeTenbCTB

binessua 0 Onposepke
(3aBopacKoiA
MPOTOKO/
UCMbITAHWIA)
OnpegeneHvie
TBEPLOCTU
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Cneundukaumm

Jle3Bre 4OMKHO 061aAaTb A4OCTATOYHOMN XECTKOCTbHO,
YTOObI BbIAEPXMBATL HOPMASIbHbIE YC/I0BUA
akcnnyatauum 6e3 gethopM1poBaHns UM NONOMKM
pexyLero kpas B cootsetcteum ¢ S18 T 2107:2011
«O[HOPa30BbIli XNPYPr1YecKnii cKabnensb. 5.
KauectBo». Kpome TOro, coeiMHeHe 1e3Bns C
PYKOSITKOI 1 OMPaBoii AO/MKHO ObITb JOCTATOYHO
MPOYHLIM AN NPEA0TBPALLEHNS CyHaiiHOro
OTZEeNEHNS Ne3BUS OT PYKOATKN.

MoBepPXHOCTb N1€3BUS LOMKHA ObITb FagKol, 6e3
3ayCeHLeB, KOPPO3UU UM MHOPOAHBIX YacTuL,
KOTOpPbIe MOTYT BECTU K OC/TOXKHEHWSM. BHeLHWI Bug,
He06X0AMMO OLEHMBATL MYTEM BU3YyasbHOM NMPOBEPKM
B cooTBeTCTBUM € J18 T 2107:2011 «OfHOPa30BbIii
XVUPYPrUYECKNii CKasbnenb. 6. BHELHWA BUg».
Je3Bre JOMKHO MMETb NPaBWIIbHYHO (hopMmy 6e3
NOBPEXAEHWUI UM UCTOHUYEHNS PEXXYLLEro Kpas Ha
KOHYMKe. BHeLUHW BUA HE06X0AMMO OLeHMBaTb
nyTeM NPOCTO BU3yabHOW MPOBEPKM U C
MOMOLLIbIO YBENIMYUTENIbHOTO CTEK/IA B COOTBETCTBUY
¢ 18 T 2107:2011 «OfHOPa30BbIi XMPYpPruyeckuii
CKanbnenb. 6. BHELLHWA BUa».

Martepuvan nessus, ayCTeHUTHasA HepXKaBetoLLLas CTasb,
npoLueaLwas Npouesypy 3akanvMBaHus, SO/DKEH
cogepxatb MeHee 0,15 % yrnepoga. TBep4oCTb
HepXxaBetoLLeld CTanu fo/MKHa ObITb paBHa UK BblLLe
500 HY no Bukkepcy (J18 b 2244) B COOTBETCTBUM C
N8 T 2107: 2011 «OHOPa30BbIA XMPYPrUYeCKuii
cKanbnenb. 7. Matepuansl, ¢) Coctas C».

Description of the key functional elements
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Evaluation Tests

item methods
1 Quality  Hardness
measurement
2 Blade Visually
appearanc check
e
(Finished
surface)
3 Blade Visually
appearanc check or
e (Blade measuring
point) microscopes
4  Blade Inspection
materials certificate
(Mill sheet)
Hardness
measurement
5 Handle Visually
nnishing  check
Roughness of steel
Hardness of steel

8pecifications

The blade must have sufficient rigidity to resist
normal use without any deformation or breakage
on the blade edge in accordance with J18 T
2107:2011 8ingle use surgical scalpel, 5. Quality.
In addition, the fiting between the blade and the
ilandle and the mounting portion shall be
sufficiently strong to prevent the blade from
accidentally coming off the handle.

The blade must have smooth surface with no burr,
corrosion, or foreign particles which can lead to
trouble. The blade appearance shall be determined
by visual inspection in accordance with JI8 T
2107:2011 Single use surgical scalpel, 6.
Appearance.

The blade must be shaped precisely, without no
damage or noticeable feathered edge to the blade
point. The blade appearance shall be determined by
visual inspection or using a loupe in accordance
with JIS T 2107:2011 Single use surgical scalpel,
6. Appearance.

The blade materials that must be austenitic
stainless steel with hardening treatment contain
less than 0.15% of carbon.The stainless steel must
have a hardness equal to or greater than a Vickers
hardness 0f 500 Hv (JIS Z 2244) in accordance
with JIS T 2107 :2011 Single use surgical scalpel,
7. Materials, c) Composition C.

The handle must be smooth surface with no sharp
edges or burrs in accordance with JIS T 2107:2011
Single use surgical scalpel, 8. Handle.

Ra ot 0,10 1o 0,16 pm
52HRC



MokpbITMe BusyanbHas
PYKOATKN  MPOBEPKa

MoBePXHOCTb PYKOATKM [I0/MKHA BbITh FNaAKol, 6e3
OCTPbIX KpaeB M/n 3ayCeHLEB B COOTBETCTBUM C J1$ T

2107:2011 «OaHOpa30BbIli XMPYPrUYeCKuia
CKasbnesb. 8. PykoATKax.

LLlepoxoBaTocCTh /1e3BKS Ra ot 0,10 o 0,16 Mkv
TBEpPAOCTb 1E3BYUA 52 HRC
LLIprHa pexxyLLei KPOMKK 3 MKM
Yron f1e3Bus Npy BepLUIMHE 45°
MPOYHOCTb COEAMHEHNIA N1e3BUS U MONMMEPHO  He meHee 20H
PyYKn

Pyuka MapkepHas
XapaKkTepucTumka MapameTpbl
O6Lwan f/mHa pyyKm 140,00 £5 mm
O6LLas [IMHa EMKOCTU C YepHIaMn 75,00 £5 MM
LLInpmHa KMMHOBUOHOTO HAaKOHEUHNKa 3,8 MM
LLInpnHa nyneBnaHOro HakoHeYHVKa 0,5 Mmv

O6BEM YepHUN 4 mn
Jonycto! = 10% ecnm He ykasaHo MHOe.
PH3HYECKHE/XHMHYECKHE XapaKTepPUCTUKN YePHWN:
1,7 % 4epHWIa Ha OCHOBE MeHLIMAHOBOMO (PUOMETOBOMO KpacuTens 4y
XUPYPrUyeCKo pa3MeTKN.
BHeLUHWiA B, 1 3anax; (MONeToBast XXMAKOCTb C JIErKVM 3araxoM crivpTa.
Touka kuneHus: 195 °C.
OtHocutenbHas nnotHocTb (H20= 1): 0,905.
KoathomumeHT mcnapeHus (6ytunauerar = 1): meHee 1

PacTBOpyMOCTbL B BOAE: MO/HasA
Wrna 0,51MMm X16 MM

XapaKTepucTmka MapameTpbl
O6Last fmHa 33,38 0,13 mm
JnvHa pasbemMa 175+0,13 mv
Hapy>kHbli1 gnameTp vrbl 0.5175%um
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Width of cutting edge
blade point angle

bonding strength of blade and polymer handle

Vlarker Pen

Feature

Total pen length
Total length of the ink
reservoir

Widht of the chisel tip
Widht of the bullet tip
Ink volume

3pm
45°
no more than 20H

Measurements
140,00£5mm
75,0045mm

3,8 mm
0,5 mm
4ml

Tolerances are 10% if not mentioned.
Physical/chemical characteristics of the ink:

1.7% gentian violet surgical marking ink

Apperance and odor: violet liquid with slight alcohol odor.

Boiling point: 195° C.

Specific gravity (H20=l): 0.905.

Evaporation rate (butyl acetate=I): less than 1

Solubility/water: complete.
25G Needle

Feature
Total length
Hub length

Outer Needle Diameter
Inner Needle Diameter

Needle length

Inner Hub diameter
Outer Hub diameter

Cutting angle ofthe needle

25

Measurements
33,38+0,13 mm
17,540,13 mm
NRL+o04 mm
0,24180! ym
16,00iJ;2J mm

5,84+0,13 mm
6,5 mm

12°+2 ° tri-faceted tip



BHYTPEHHWIA AVaMETP Wbl

OnnHa vrnel

BHYTpeHHWIA AnameTp pasbema
Hapy)xHbIli AMameTp pasbema

Yron 3a0CTpeHVs UMbl

lMnacTmMaccoBbIi pasbem
LiBeT pasvema

Paawyc npuTyrnieHns
LLlepoxoBaTocTb TPYOKM Ur/ibl
TBepAoCTb TPYOKM UMbl

Ycunve coeauHEHNS FOMIOBKN UMbl U
TpyOKu
Tun CTeHKW TPYOKY UI/ibl

Jonycku = 10% ecnu He yKa3aHO VHOe.

0,241"“ mm

16,0020 Mm
5,84 10,13 Mm
6,5 MM

12° +2°
TpexrpaHHbIin KOHUMK
CraHfapTHbI pasbem JTrospa ¢
KOHYCHOCTbLHO 6 %

OpaHXeBblli
0,029 mm

Ka o1 0,10 go 0,16 MKm
54 IKC

He meHee 22 H

HopmarbHasa ToNLLMHA CTEHKN

KaHtons ans nepeaHein kamepsbl rnasa 23C X 8 MM, U30rHyTas,

TOHKOCTEHHas
BHeLUHWIA araMeTp TPYOKM KaHHoN

MU HMa/TbHBIA BHYTPEHHWIA AMameTp

TPYOKM KaHKONM
[/ Ha COrHyTOl YacTy TpyoKu
KaHHoNM

[JmHa npsiMoid YacTy TPYOKW KaHHon

Tun CTEHKM TPYOKWN KaHHoN
lMnacTMaccoBbIin pazbem
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0,600-0,673 Mv
0,375 Mm

8 Mv

13 Mm
TOHKas TO/LLMHA CTEHKM

CraHOapTHbIA pasbem JTo3pa ¢
KOHYCHOCTbHO 6 % (CM.
TEXHNYECKYHO IOKYMEHTALINIO)

Plastic Hub
Hub Color
Blunt radius

Needle tube roughness

Needle tube hardness

Force of connection of a head of a needle and

atube
Needle tube wall type

Tolerances are 10% if not mentioned.

standard 6% luer taper hub
Salmon
0,029 mm

Ra 0,10 - 0,16 mcm
54 HRC
65 H

Normal thickness

Anterior Chamber 23Gx8mm bend, thin wall cannula

Cannula tube outer diameter
Minimal cannulatube inner
diameter

Length of the bent part of the
cannula tube

Cannula tube straight length
Cannula tube wall type
Plastic Hub

the strength ofthe connection
between the tube and the head
tube bending angle

tube sharpening angle

Luer inner diameter

Luer outside diameter
Cannula tube roughness
Cannula tube hardness

Cap length

Inner diameter of the cap
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0,600-0,673 mm
0,375 mm

8 mm

13 mm

Thin wall thickness
standard 6% luer taper hub
No more than 34H

145°

blunt needle

4,2 mm

6,6 mm

Ra 0,10 - 0,16 mcm
55 HRC

40 mm

57 mm



MPOYHOCTb COEAMHEHWA TPYOKM C He meHee 34H
rO/I0BKOM
yron m3rvba Tpyoku 145°
Yro/ 3aTO4KN TPYOKM TynoKoHeyHas urna
BHyTpeHHWIA anameTp Jlyapa 4,2 MM
BHeluHuin grameTp Jlyapa 6,6 MM
LLIepoxoBaToCTb TPYOKW KaHKOMN Ra o1 0,10 oo 0,16 MKm
TBEpAOCTb TPYOKW KaHHN 55HRC
JMHa Konnayka 40 Mm
BHYTpeHHWIA fyiaMeTp Ko/nouka 5,7 Mm

Jonycku = 10% ecnm He ykaszaHO MHOe.

OnucaHne NPUHAZNEXHOCTEN, MEANLUMHCKUX  U3LeNUin  Uin

N30eNnii, He ABNAIOLLMXCH MeAULMHCKUMUK, HO NPeayCcMOTPEHHbIX
AN UCMO0/Ib30BaHMS B KOMOUHAUUK C 3asiB/IEHHbIM MeAVLMHCKUM
n3genvem

HenpumveHnwvo.

CBefieHMs 0 /leKapCTBEHHbIX CPeAcTBax BXOAALWMX B COCTaB
MeANLIMHCKOro M3aenms

M3nenve PRESERFLO™ MicroShunt He coaepyXmT B KaUecTBe KOMIMOHEHTOB

nekapcTBeHHbIX  BewecTs  (Mpaswno 13 TMpuioxkenns  IX MDD
HEMpYIMEHUMO).
CsefeHusa 0 MaTepmanax YXMBOTHOI0/4€/10BEYECKOI0
MPOUCXOXEHUA

WM3penve PRESERFLO™* MicroShunt He coepxut matepuasibl XXMBOTHOMO
npoucxoxaeHus (Mpasuno 17 MpunoxkeHns 1X MDD HenpriMeHNMO).
W3penve PRESERFLONM MicroShunt He COAEPXXUT B Ka4eCTBE KOMIMOHEHTOB
npou3BoAHble YenoBeyeckoin kposu (MpaBuno 13 Mpunoxenns IX MDD
HEMPYMEHNMO).
YcnoBusa akenayartaunm MeguLnMHCKOro n3gfenuvs

MukpowyHT PRESERFLONM  pa3pabotaH And  MMMiaHTaumm
CYOKOHBIOHKTNBA/IbHOE/ TEHOHOBO MPOCTPaHCTBO.

[pyrve KOMMOHeHTblI cucTeMbl (3 MM Mapkep A ckidpbl, 1,0 mm
XVPYPrUYECKUIA HOX, MapKepHas pyyka, urna 250) MMEHT orpaHUYeHHbIi
(<24 4yacoB) KOHTAaKT C TKaHbHO /1a3a W MPUMEHSIOTCA B CTaHAAPTHbIX

rog
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Tolerances are 10% if not mentioned.

Key accessories, medical devices or non-medical devices, to be used
in combination with medical device submitted for registration

Not Applicable.
Information about the medicines included in the medical device

The PRESERFLO”MicroShunt device does not incorporate as an integral part
a medicinal substance (Rule 13 of MDD Annex 1X is not applicable).

Information about materials of animal/human origin

The PRESERFLO™MicroShunt device does not contain materials derived from
animal or human origin (Rule 17 of MDD Annex IX is not applicable).
The PRESERFLOMMicroShunt device does incorporate as an integral part a
human blood derivative (Rule 13 of MDD Annex IX is not applicable).

Operating conditions of the medical device

The PRESERFLO™MIicroShunt is designed to be implanted under the
subconjunctival/Tenon space.

Other System’s components (3mm Scleral Marker, 1.0mm Slit Angie Knife,
Marker Pen, 25G Needle) have limited (<24 hours) contact with ocular tissue
and are used under standard temperature conditions: +10X - +35°C, Relative
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TemnepaTypHbIX ycnosusx: oT +10°C go +35°C, anana3oH OTHOCUTENBHOM
B/lXXHOCTU 10 80% 6e3 KoHaeHcauwm (npu 25°C).
Ycnosus TpaHCMOPTUPOBKM N XPaHEHUS MEALIMHCKOIO U3fenns
XpaHWTb NpW Perynmpyemoii KOMHaTHoi Temneparype (20+5°C) 1 nsberatb
[JTENbHOrO  BO3JEMCTBYA  BbICOKOW Temneparypbl (>55° C), HU3KOWA
Temneparypbl

(<-15° C), KpaliHe HI3Kol (<20%) win BbIcOKOoM (>80%) BNaXKHOCTK, MPAMbIX
CO/HEYHBIX /lyYeld M KOHTaKTa C BOLOW WK APYrMMA XUAKOCTAMA. Kpome
TOro, N060e BCKPbITUE MM MOBPEXAEHME MaKeTa HapyLLaeT CTePUIbHOCTb
COAEPXMMOrO.

[NpenensHasa TemnepaTypa

[MpeaenbHasa OTHOCUTENbHAA BNaXKHOCTb
CocTaB ynakoBku
MuikpowyHT PKE3EKPEO™" yKnaabiBatoT OTAe/IbHO BMECTE C MapKepoM C
LUIMPUHON pa3MeTK 3 MM B M/1aCTUKOBbIA TEPMO(OPMOBAHHbIN IOTOK C
CW/IMKOHOBBLIM MO/TYCPEPUYECKMM KYTIO/IOM, KOTOpbI 3aTeM MOMELLAKOT B
nakeT TyyeK W 3aneyatblBatoT. 3aTem 3arievarTaHHbld BHYTPEHHUIA MakeT
MOMELLIAHOT BO BHELLHMIA MakeT TyyeK 1 BHOBb 3areyaTbIBatoT. 3aTeM BOVHOIA
MakeT Tyyek MOMeLLiOT B KOpPOOKY, B KOTOPOM HAaxogdaTcs CrefytoLiye
MPUHaLIEXHOCT: MapKepHast pyyka, urna 250, Xyupypruveckuin Hox 1,0 mw.
Bce npuHaznexXHOCTIN YK1afblBatOT B OLVH MakKeT 1 YMakoBbIBatOT B KOPOOKY
(415 yNaKkoBKY CUCTEMBbI) BMECTE C MUKPOLLYHTOM.
Take npunaraoTcid WMHCTPYKUMA MO MPUMEHEHWIO W [OMOMHUTE bHbIE
3TVKETKM C HOMepamm NapTui /15 UCMNO/b30BaHKA B KIMHMKE W/ GO/bHULLE.

OT1-50 go +50 °C
A0 100% (npn 25 °C)

Cuctema  fpeHakHas A1 CHUKEHWS
PKEBEKEEO™*'* cocToMT M3 6  KOMIMOHEHTOB,
COOTBETCTBYHOLLMX CTEPU/IbHBIX MaKeTax:

- MakeT "tyvek/poly" ¢ ABOVHbIM CTEPUBHBIM 6aPLEPOM, COAEPXKALLMIA
MUKpOLLYHT PreserFlo n mapkep 3-20 MM, NOMeLLEHHbIE BMECTe B
NpO3paYyHbIiA TEPMOGOPMOBaHHBIIA JIOTOK

- MakeT "tyvek/poly" ¢ oavHapHbIM CTEpUIbHBIM GapbepOM, COAEPXKALLIA
MaPKEPHYHO PyUKy

- MakeT "lyyex/poly" ¢ oavHapHbIM CTePUbHBIM 6apbepOM, COAepXKaLLmIA
O[IHOPA30BbIA XMPYPrUYECKUIA HOX 1M,

BHYTPUINa3HOro  AaBieHNA
NnocTaB/MiAEMbIX B
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humidity range up to 80% non-condensing (at 25 ° C).

Storage and transportation conditions

Storage conditions:

Store at controlled room temperature (20+5°C) and avoid prolonged exposure
to high temperature (>55° C), freezing temperatures (<-15° C), extreme low
(<20%) or high (>80%) humidity, direct sunlight and contact with water or
other liquids. Additionally, any opening or damage to the pouch will
undermine the sterile condition ofthe contents.

from -50to +50 °C
up to 100% (at 25 °C)

Temperature range
Relative humidity range

Package contents

PRESERFLO™MicroShunt is individually packaged together with the 3 mm
marker in a plastic thermoform that contains a silicone dome that is then placed
into a Tyvek pouch and sealed. The sealed inner pouch is then placed into an
outer Tyvek pouch and sealed again.

The double Tyvek pouch is then placed in a unit box that also contains the
following accessories: a marker pen, 25G needle and the 1.0mm knife.
Accessories are each single pouched and boxed (as a package system) with the
MicroShunt device.

Also included are the instructions for use and additional lot number labels for
clinic or hospital use.

The PreserFlo MicroShunt Glaucoma Drainage System consists of 6components
delivered in their respective sterile pouch:

-Adual sterial barrier “tyvek / poly pouch” containing the PreserFlo Microshunt
and the 3- 20MM marker, placed together on a transparent thermoform holder.
- A single sterile barrier “tyvek / poly pouch” containing the marking pen.

- Asingle sterile barrier “tyvek / poly pouch” containing the disposable surgical
knife.

- A single sterile barrier “tyvek / poly pouch” containing the 25G needle.

- A single sterile barrier “tyvek / poly pouch™ containing anterior chamber
23Gx8mm bend, thin wall cannula.
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- MakeT "lyyex/poly" ¢ oaMHapHBLIM CTEPU/IbHLIM GapLEPOM, COAEPXKALLINIA
urny 0,51mm x16 M.

- MakeT "lyyek/poly” ¢ oAvHapHbIM CTEPUNbHBIM GapbePOM, COAEPMKALLIAIA
KaHIONM  and  nepedHeld  Kavepbl rnasa  230X8 MM,  U3OTHYTYHO,
TOHKOCTEHHYO.
CpoK rogHocTu / Cpok aKcnyatauum

Cpok rogHocty Cuctembl - 3 rofa.

CpoK cy>k6bl MUKPOLLYHTa 1nnPocu3- Ha BECb MEPYOL, XXM3HN NaLyeHTa.
OcTa/ibHble KOMMOHEHTbI NpeaHa3HaveHb! A1 04HOPa30BOro MCMo/b30BaHUA
BO BpeMs MMMNIaHTUPOBaHUS.

YpaneHve vaaenns NMokasaHo TOMbKO B C/ly4yae HEBbIMOMHEHWS MM CBOETO
HasHauYeHWst B pe3yribTaTe MCMOMb30BaHWS W3AENMs  HEOPUrMHAILHOMO
MpOV3BO/CTBA.

MopsgoK  OCyLecTB/IEHUS
MeANLMHCKOr0 M3AeNns
YTWmzaums W YHUUTOXEHME  OCYLLECTB/ISKOTCS  COMMIaCHO  MECTHbIM
MpoLeypamM Mo OXpaHe OKPYXKatoLLIE! cpefpl.

MeauumHckue nsnenust B Poccuiickoin deaepaupn noaiexar yTuamsaumm B
MECTHbIX FOCYapCTBEHHbIX OpraHm3auusix B cootBercTBuM C¢ CaHlMnH
2.1.3684-21 CaHWTapHO-3MNAEMMONOrMYecKme TpeboBaHMA K 0BPaLLIEHNIO C
MeAVLIMHCKVMI 0TX0AaMK (4151 Kacca oTxofoB B).

yTunnmsaumn N  YHNUUTOXEHUA

Peknamauyms

3a  [OMNOMHUTENIbHON  MH(OPMaLMii -~ B OTHOLLEHUM  WCMOMb30BaHMSA
MEAVLWHCKOro m3fenns 06patuTech K YrosIHOMOYEHHOMY MPesCTaBUTENHO
npoussoguTenst OO0 «CaHTaH», 105064, r. Mocksa, HkHWiA CycanbHblit
rnep., 4.5, CTp. 19, atax 2, nom. Xll, kom. 16.
CapaHTUitHbIE 065s3aTeNbCTBA
["apaHTUIHBIA CPOK - 3 roja.

[Mpy HenpaBW/IbHOI SKCNyaTauyn U3AENNS rapaHTVS He NPeaoCTaB/ISETCS.
PaclwumnppoBka CMMBO/IOB, MNPUMEHSAEMbIX TMPU  MapKUPOBKE

MeANLIMHCKOr 0 n3aenms

KomnaHwis-13roToBuTeb (MponsBoamTesb)
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Shelflife / Service life

Shelflife of the PRESERFLO"MMicroShunt system is three years.

The InnFocus Microshunt lifetime period - remains in patient for his/her
lifetime.

The remaining components intended for single use during implantation.

Removal of the product is shown only if it fails to fulfill its purpose as a result
of using a non-original product.

Disposal

Disposal should be handled according to local environmental procedures.
Medical devices in Russian Federation must be disposed of in the local public
entities in accordance with SanPiN 2.1.3684-21 "Sanitary-epidemiological
requirements for the handling of medical waste™ (to the waste class B).

Reclamation

For additional information related to the use of the medical product, please
contact an authorized representative of the manufacturer Santen LLC, 105064,
Moscow, Nizhny Susalny per., 5, build. 19, floor 2, room XII, 16

Warranty

Warranty period - 3 years.
No warranty is provided for any damage due to misuse of the product.

Explanation of symbols used in labelling the medical device

Manufacturing company (Manufacturer)
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0120

0197

CE
2197

REF

BTBLL®

BTHMAIIO

Lijouu

LOT

N

3Hak CE [19 MapKepHOU pyuku, uribl 25G

3Hak CE anga Xmpypruyeckoro Hoxxa 1vm

3Hak CE gns KaHom gns nepeaHein Kamepbl riasa
230X8MM, 130rHyTOl, TOHKOCTEHHOM

Howmep no katanory

CoOTBETCTBME EBPOMENCKIM TPeOOBaHMAM
He nogiexxuT NoBTOPHON CTepun3aLmm
CMOTPY MHCTPYKLIMKO MO NPUMEHEHWIO

He noanexxut nosTopHOMY MCMO/b30BaHNIO

CTepunn3aLyis C NMOMOLLbHO paamaLmmn
CTepunn3aLyist C NMOMOLLbHO OKCK STW/IEHA

OTnycKaeTca TOMbKO Mo peLienTy

B cnyyae noBpexaeHNs YNakoBKW He UCMO/b30BaTb
He copepxuT narekca

Kog, naptvn

CepuiiHbIin HoMep
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0120

0197

CE
2797
REF

Ce

BTBMLINO

&

LOT

SN

CE marking for Marker Pen, 25G Needle

CE marking for 1mm Slit Angle Knife

CE marking for Anterior Chamber 23Gx8mm bend,
thin wall cannula

Catalog number

European Conformity

Do not re-sterilize

Consult instructions for use
Do not reuse

Sterilized using radiation

Sterilized using ethylene oxide

Prescription-only

Do not use if package is damaged
Latex free

Batch code

Serial Number



Cpok rogHocTu Use by date

MakcumarbHas TeMneparypa Temperature limit
ec| &p Koa HOTUtMLMPOBAHHOTO OpraHa EC1REP Notified Body Code
[aTta BblnycKa Ui nepecmMoTpa UHCTPYKLNK Date of issue or revision of instructions
12.2022 12.2022
31
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MepeBof C aHTNIACKOTO Si3blKa Ha PYCCKMiA A3bIK

"MIHH®OKYC” (INNFOCUS)
UneH rpynnbl KoMnaHuin "CaHTeH™ (Santen)

HCTPYKLWS MO NPUMEHEHMIO
CuncTeMa apeHaXkHast NS CHYDKEHUSI BHYTPUTIa3HOTO aBNeHus

«YTBEPXXOAKO»
«MHHPOoKyC VHK.» (InnFocus Inc.), CLUA
«YTBEPXXOAHO»
«MHHPOoKyC VHK.» (InnFocus Inc.), CLUA
«YTBEPXXOAKO»

«HH®POKYC MHK.» (InnFocus Inc.), CLLIA
[npeKTop HO HOpMAaTUBHO-MPaBOBbLIM BOMpOCcaM U
CO6MHOAEHMIO TPEOOBaHNI
(ROMKHOCTb)

MapunuH MNypasap (Marilyn Pourazar) (ums)
1MopgnucaHol
(nognuce)

jinognuce!
30 HoAbpAa 2022 .
M.I.

"MIHHPOKYC” (INNFOCUS)

"VIHH®OKyC HK." (InnFocus Inc.)

12415 SW 136 Ave, ogmc3

Maviamm, wrat Pnopuag 33186-6488

Ten.: (305) 378-2651, dakc: (305) 378-2652
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LLitaT: ®nopuga
Okpyr: Maiamu-[eig,

HacToswmin JoKyMeHT ObU1 MOATBEPXIEH B MOEM MPUCYTCTBIAN
30 Hos6ps 2022 roga MapunH Mypasap
JInuHocTb KOTOPOro(iA) M3BECTHA

Moarnmck MoCyAapCTBEHHOrO HOTapPUYCa jnoanucs !

®UO HoTapKyca NPOMMCLI0 Knapa N Kanbaepon (Clara | Calderon)

["ocynapcTBeHHbI HOTapuyc, LTaT dropuaa
Knapa 1 KanbaepoH (Clara | Calderon)
CpOK AeiiCTBMA AOMKHOCTHBIX MOSHOMOYNIA
HH 276876

nctekaet 16.06.2026
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Mepesog TEeKCTa BbIMONHEH NEPeBOAYNKOM KO T N9p0BbIM AHT OHOM VIropesuyem.

Poccuiickas ®egepauus

lopoa Mocksa
LLlecToro gekabps gse ThicAun gBaguaThb BTOPOro roga.
A, Kopcuk Bnagumump KOHCTaHTUHOBMY, HOT apuycropoga M oCKBbl, CBUAET €1bCTBY NOAJINHHOCT b

noanucu nepesogunka, Kornaposa AHT oHa Nropesuya.
Mopgnuce”pBréll m npUCyTCTBUN.
Anyu< M w 62("n™(("Burr*g"0'""" ycTaHoBNEHA.

NO 77/2138~H/77-2022-"" N
XpuanbHoro geicTeua: 400 py6. uun Kon.

B. K Kopcuk
Bcero npowHypoBaHo, MPOHYMEPOBAHO
M CKpenneHo neyaT bio numcT (a)(oB)

HoTapuyc
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