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HHCTPYKIMA 110 IPUMEHEHUIO U3JEJIUA MEJUITTHCKOT'O HASHAYEHM S

IInpuubl HHCYJIHHOBBIE TPEXKOMNOHEHTHbIE oiHOpa3oBbie BD Micro-Fine™ Plus U-100:

1. IInpuupsl HHCYJIMHOBBIE TPEXKOMIOHEHTHBIE 01HOpa3oBeie BD Micro-Fine™ Plus U-100: o6bem 0,5
ma ¢ urnoi 0,33 x 12.7 mm (29G)

2. llInpuiisl MHCYTHHOBBIE TPEXKOMIIOHEHTHEIE 0iHOpa3oBbie BD Micro-Fine™ Plus U-100: 06bem 1 ma
¢ urnoii 0,33 x 12.7 mm (29G)

3. IInpuips! MHCYTHHOBBIE TPEXKOMITOHEHTHBIE oiHOpa3oBbie BD Micro-Fine™ Plus U-100: 06beM 1 M
¢ urnoii 0,30 x 8 mm (30G)

4. I1Inpuiel HHCYIMHOBBIE TPEXKOMIIOHEHTHbIE 0HOpa3oBeie BD Micro-Fine™ Plus U-100: 06bem 0,5
mi ¢ uraoit 0,30 x 8 mm (30G)

5. IIInpuLbl MHCYTMHOBEIE TPEXKOMITOHEHTHBIE 0HOpa3oBeie BD Micro-Fine™ Plus U-100: o6sem 0,3
ma ¢ urao# 0,30 x 8§ mm (30G)

6. IlInpuirel MHCY TMHOBEIE TPEXKOMIIOHEHTHBIE 0j1HOpaszoBsie BD Micro-Fine™ Plus U-100: 06sem 0,5
M ¢ urnoit 0,25 x 6 mm (31G)

7. HInpunpl HHCYJTMHOBBIE TPEXKOMIIOHEHTHBIE 0iHOpa3oBkie BD Micro-Fine™ Plus U-100: 06bem | mn
c urnoii 0,25 x 6 mm (31G)

HABHAYEHHUE

HInpuiel HHCYIMHOBBIE NPEAHAZHAYEHBI I TAPEHTEPAIBHOTO (MOKOKHOT0) BBEIEHHs MHCYIMHA MIPH
JIeUEHUH caxapHoro auadera.

YenoBust / 06aacTh NpHMEHEHHS

JleueHre MOKET NPOBOAUTHCS MALMEHTOM MM MEJMLIMHCKAM PAOOTHHKOM B JIOMALIHHX YCIOBUAX, B
OONBHULIE WK B KIMHUYECKUX YCIIOBHSIX.

IToxazanus

Jlis BBEIEHUA MHCYJIMHA IPU IEYEHHH caxapHoro juadera.

IIporuBonokazanus

He BrisiBIEHBL.

BosmozkHble M0004YHBIE JeHCTBHS NPH HCITOJAB30BAHHH LITIPHIIA

[TpousBoauTENEM HE BhISABIEHBI BO3MOXHbBIE MTOOOUHBIE NEHCTBUSA, CBSI3AHHLIC C IPUMEHEHHEM CAMOIO
mnpuua. [losgBnenre MoOOYHBLIX AEHCTBHME MOKET ObITh CBS3aHO ¢ 0OUMM TeuyeHHeM 3a00JIcBaHMS
caxapHbIM JMabeToM. Bce BO3MOMKHEBIE MpeNOCTEpeimEHHs, KOTOpbie HeOOXO0MMBbI Jyis 0e30MacHoro
NPUMEHEHUS U3JIENIHS, YKa3aHbl B UHCTPYKLIMH MO MPUMEHEHHMIO U Ha YIIAaKOBKE.

OIMMCAHUE

MenuuuHckoe M3zenue npeacTaBiaseT coboi OQHOPa30BBIA CTEPHIIBHBIM HETOKCHYHBIN IIACTUKOBBII
IOTPHUIL ¢ HECHEMHONH WIIIOH. M3nenne cOCTOMT M3 LMNMHJpA INMNPULA, CTONOpA W MOPIIHS LUTPHLA,
KOJIMAayKa TOpUIHSA, TMPUCOEIUHEHHOM K IINpULY HWIVIBI M 3aLMTHOrO Kojinadka wWriel. Bo Bcex
BAPUAHTAX HCIOJIHEHUS IUINPULIA WIJla 3aKPbITa MOJMITUICHOBBIM ChbEMHBIM 3aIIUTHBIM KOJINAYKOM, W
Ha IITOK ITOPIIHS HAIEBAETCs TMOMMITUIICHOBBIA KOJNMAa4oK. Bce BapMaHTBl MCMOJHEHMS UIMpHIA
cTepu/ibHbl BHYTpU. CTEpUIBLHOCTL o0ecleurBaeTCs MPH TIOMOLUM 3ALIMTHOTO KOJINAYyKa WINbl H
KoJmayka nopiind. Ilkana MapkMpoBKM LMAMHIpPA paccyMTaHa HA KOHLEHTpauuto uHcynuna 100U/mn
(U-100). LLInpuipl MMEIOT LIBETOBYIO KOJAHPOBKY OPAHIKEBOTO 1BeTa jiyis WHeyauHa 100U/Mi.
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CIIOCOBb IPUMEHEHU

[TpokoHCynBbTHpYHTECE € INeyalldM BpayoM NpH HEOOXOAMMOCTH MOJIYYEHHUS KOHCYNbTAlWM WU

BO3HUKHOBEHHMH TPYAHOCTEH NPU UCTIONB30BAHUU U3ETHS.

Cnenyrouide 5Tarnbl OCYUIECTBIAIOTCS TMoJb3oBareneM s oOecrniedeHus Habopa NpaBUIBHOH 103bI
WHCYJIMHA W €T0 BBEJEHUS B IOAKOKHO-)KHPOBYIO KJIETUATKY:

1) CuHumwute Oesblii KOJAMAUOK ¢ TMOPLIHSA IUTNPHLIA U LBETHOH 3allMTHBIA KOJAMAuOK C MIJIBI, HE Kacasch
UIJIBI,

2) Hcnonb3ysa wmkany Ha LUIKMHApPE IUNPULIA, MOTAHUTE MOPLICHL AN AacnupaluM BO3AyXa B
LUIMHAP B KOTMYECTBE, PABHOM YCTAHOBIEHHOH 103€;

3) BeeauTte uriy noJ NpAMbIM YIJIOM B LEHTp MpoOKu (jakoHa ¥ BBEAUTE BO3AYX BO ()JIaKOH;

4) TlepeBepHute (h1aKOH U IUMPHIL TAK, UTOOBI h1aKOH HAXOAMIICS HAJ MINPHUIIEM;

5) TloTstHuTe NopIeHb /17151 ACMUPAliH WHCYIMHA B IITPHIL;

6) VYnpanure ny3slpbKU BO34yXa, €CJIM OHU IPUCYTCTBYIOT;

7) Hcmonp3ys wmkany Ha UWIMHApPE INNPHLA, NOTAHUTE MOPLIEHb [ achupalud HMHCYJIHHA B
LMJIMHAP 10 YCTAHOBIEHHOW J103bI;

8) Heobxomumo cobnoaars TEXHUKY MHBEKLMH, PEKOMEHAOBAHHYIO JIE€YalllMM Bpa4yoM;

9) BribepuTe MeCTO HHBEKIMHU (001aCTE XKHUBOTA, OCApa, ITOAMIL UK 33HsA YACTh N1e4a);

10) TloarotoBpTe  MECTO MHBEKUMHM, 00paboTaB ero B COOTBETCTBMM C NPHUMEHMMOMH
NpoLeaypolt aHTHCeNTHYeCKOH 00paboTKy;

11)B 3aBHCMMOCTH OT [JMHBI HWIJIBL, MAlMEHTaM MOXET OBITh PEKOMEHI0BaHO C(HOPMHPOBATH
(«3axBaTUTBb») KOXKHYH CKJIAQJKy M BHITIONHUTH MHBEKIWIO B Hee (MOJ MPsIMBIM YIJIOM), 4TOOBI
MHUHMMH3UPOBATL PUCK CIYy4alHOrO BHYTPUMBILIEUHOrO (B/M) BBEICHMS, W BBECTH HMHCYJIHH B
MOJIKOXKHO-)KMPOBYHO KIE€TYATKY;

12) HaxxmuTte Ha NOpIIeHb /1715 BBE/IEHU WHCYJIMHA B TIOJKOXKHO-)KHPOBYIO KIIETYATKY;

13) M3BrneKkuTe Uy U3 KOXKH;

14) OrycTiTe KOKHYIO CKIaJKY (B cilydac ee 00pa3oBaHus);

15) [Nocne uHbEeKLUMKU yTUIM3UPYITE WNPUL cOrIacHo MyHKTa «I1opsAIoK B YCI0BHs YTHIH3ALWY.

CTEPUWIM3ALIUSA
[IInpuil nocraBasercss CrepuiibHbIM BHYTpH. CTepUIIBHOCTH BHYTpPHM oOecleyuBaeTcs ITPH ITOMOILLK
3alIMTHOTO KOJMayKa UIJibl U Konnayka nopimss. Crioco0 cTepunusalyy — raMma-odaydeHue.

YCJIOBHUSA TPAHCITIOPTUPOBKHU U XPAHEHUSI

YceaoBusi TpaHCIOPTHPOBKH

W3nenve TpaHCHOPTUPYIOT BCEMH BHIAMKM TPAHCNOPTa B KPBITHIX TPAaHCMOPTHBIX CPEACTBAX B
COOTBETCTBUM C NMpPaBUIIaMH NEPEBO3KMU TPy30B, JAEHCTBYIOLIMX HA TpaHcrnopre Kaxjaoro Buja. Lnpun
TPAHCIIOPTHPYETCS B CYXHX, TEMHBIX YCIOBUAX, Hpu Temmeparype or — 20°C gmo +40°C wu
OTHOCHTENBLHOH BIaKHOCTH Bo3zayxa oT 20% no 80% (6e3 xoHeHcal1u).

Ycaopus xpaHeHHst

Xpauuts npu Temneparype ot +5 “C go +30 °C u BnaxHocTH oT 20% 1o 8§0% 6e3 KoHaeHcauuu.

CPOKTOJHOCTH
Cpok roJHOCTH IUIIpULA cocCTaBiseT 5 JIeT ¢ Jarbl W3roToBicHMs. JlaTa TpOM3BOACTBA W CPOK
WCTEUEHHS TOJAHOCTH YKa3bIBAIOTCA Ha YMAKOBKE U3JENH.
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TPEBOBAHUSA BE3OITACHOCTH U MEPBI TIPEJOCTOPOXKHOCTH

e  CrepuibHo. AnuporenHo. HetokcuuHo.

e  Usrorosien Oe3 NpUMeHEHHs HATYPAIBLHOTO JaTeKca.

e  Jlna oaHoKpaTHoro npumeHeHus. IloBropHas cTepunusaius, moBTopHas 00paboTKa WK MOBTOPHOE
MCTIOIb30BaHKe 3ampenieHo. OIHOPa30BbIe W3JeHs pa3paboTaHbl W MPOIMITH TPOBEPKY TOJIBKO [JIsl
0IHOPA30BOr0 MPUMEHEHHSI.

e [lepen ucnonb3oBaHueM yOeauTeCh B IETOCTHOCTH KQXKIOTO U3/EIHSI.
e OcTopokHO cHUMUTE Oeblil M LIBETHOH Konmayuky, He Kacasch UIIIbL.
e  He ucnosib30Barh 1ocie UCTeueH|s CpoKa roHOCTH.

HNOPAJOK U YCJIIOBHSA YTHIU3AIIUHA

HInpuuel [A0JKHBL YTUAM3MPOBAThCS B COOTBETCTBMM C TpeOOBaHUAMU MECTHBIX OpraHu3auui u
NpaBUiaMd YTUIIM3aUUKM B JJAHHOM PETMOHE. YTWIIM3alMsl MPOBOAUTCS B COOTBETCTBHH C MPHUHSATOM
MEIHUIIMHCKOM MPaKTUKOM, a8 TAKIKE B COOTBETCTBUU C MECTHBIMM, FOCY/JAPCTBEHHBIMU U (e/iepanbHbIMH
3aKOHaMM M nonoxkeHusamu. [lpu noMaiiHeM MpUMEHEHMH IMIMPUIBI MOTYT OBITH YTHIM3UPOBAHBI KaK
OBITOBBIE OTXO/BI.

TAPAHTUHHBIE OBSI3ATEJILCTBA

[lpousBoauTens rapaHTHpYeT COOTBETCTBHME JAHHOTO  MEJUIIMHCKOTO  M3/eNHs  3asBJICHHBIM
XapaKkTepucTMKaM B TIpefenax CcoXpaHeHHMs CpoKa TOAHOCTH, [PH YCIOBMH, 4TO COOJIKOIAKTCS
TpeOOBaHUA TPOU3BOJMTENS, YKa3aHHbIE B MHCTPYKLMM MO NpuMeHeHuio. [IpowsBoguTens He Hecer
OTBETCTBEHHOCTH 3a MOBPEXKJISHNS UM HECUACTHBIE Cllyyau, BEI3BaHHbBIE HEMPaBUIBHOM SKCITyaTalmeit
U371eN1sl, IO BUHE TOJIb30BaTeNeil UM BHEIITHUX HEMIPSABUICHHBIX CHTYaLHA.

IMPOU3BOJAUTEJIb:
OTBeTcTBEeHHBIH MPOU3BOIUTEb:
Becton Dickinson and Company, 1 Becton Drive, Franklin Lakes, NJ 07417, USA (CILIA)

IIpousBoacTBEHHAS] MIOMIAKA:
BD Medical — Diabetes Care, 1329 West Highway 6, Holdrege, NE 68949, USA (CILIA)




Becton Dickinson and Company 1
Becton Drive

% B D Franklin Lakes, NJ 07417

bd.com

INSTRUCTIONS FOR USE OF A MEDICAL DEVICE

BD Micro-Fine™ Plus U-100 three-component single-use insulin syringes:

1. BD Micro-Fine™ Plus U-100 three-component single-use insulin syringes: 0.5 ml volume with 0.33 x
12.7 mm (29G) needle

2. BD Micro-Fine™ Plus U-100 three-component single-use insulin syringes: 1 ml volume with 0.33 x 12.7
mm (29G) needle

3. BD Micro-Fine™ Plus U-100 three-component single-use insulin syringes: 1 ml volume with 0.30 x 8
mm (30G) needle

4. BD Micro-Fine™ Plus U-100 three-component single-use insulin syringes: 0.5 ml volume with 0.30 x 8
mm (30G) needle

5. BD Micro-Fine™ Plus U-100 three-component single-use insulin syringes: 0.3 ml volume with 0.30 x
8mm (30G) needle

6. BD Micro-Fine™ Plus U-100 three-component single-use insulin syringes: 0.5 ml volume with 0.25 x
6mm (31G) needle

7. BD Micro-Fine™ Plus U-100 three-component single-use insulin syringes: 1 ml volume with 0.25 x 6
mm (31G) needle

INTENDED USE

Designed for parenteral (subcutaneous) administration of insulin in the treatment of diabetes mellitus
Application scope

Treatment may be administered by the patient or health care professional at home, in hospital or in a clinical
setting.

Indications

The syringe is indicated for the administration of insulin in the treatment of diabetes mellitus.
Contraindications

There are no contraindications identified.

Possible side effects when using a MD

The manufacturer has not identified possible side effects associated with the use of the syringe. The
appearance of side effects may be associated with the general course of the disease diabetes mellitus. All
possible warnings that are necessary for the safe use of the MD are listed in the instructions for use and on
the package.

DESCRIPTION

The medical device is a single-use sterile, non-toxic plastic syringe with a non-removable needle. The product
consists of a syringe barrel, syringe stopper and plunger, a plunger cap, a needle attached to the syringe, and a
needle cover. In all versions of the syringe, the needle is covered with a polyethylene removable protective
cap, and a polyethylene cap is placed on the plunger rod. All versions of the syringe are sterile on the inside.
Sterility is ensured by the needle protection cap and the plunger cap. The cylinder marking scale is designed
for an insulin concentration of 100U/ml (U-100) The syringes are color coded orange for 100U/ml insulin.

DIRECTIONS FOR USE

Consult with your healthcare professional if you need any advice or have any difficulties using the device.

The following steps are utilized by the user to ensure the proper insulin dosing and injection into the
subcutaneous tissue:
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1) Remove the white cap from the syringe plunger and coloured shield from the needle being careful not to
touch the needle;

2) Using the scale marking on the barrel pull the plunger to aspirate air into the barrel that is equal to the
intended dose;

3) Insert needle straight into the center of the vial seal and inject air into the vial;

4) Invert the vial and the syringe so the vial is above the syringe;

5) Pull the plunger to aspirate insulin into the syringe;

6) Remove air bubbles if present;

7) Using the scale marking on the barrel pull the plunger to aspirate insulin into the barrel to the intended
dose;

8) It is necessary to follow the injection technique recommended by the attending physician;

9) Select the injection site (abdomen, thigh, buttocks or back of upper arm);

10) Prepare the injection site by wiping it with an appropriate antiseptic procedure;

11) Depending on the needle length, patients may be advised to lift a skin fold (“pinch up”) and inject
straight into it, to minimize the risk of inadvertent intramuscular (IM) injection and to inject the insulin
into the subcutaneous adipose layer;

12) Push the plunger to deliver insulin into the body;

13) Remove the needle from the body;

14) Release the skin fold (if used);

15) After injection dispose of the syringe according to the p. “Terms and conditions of utilization™.

STERILIZATION

The syringe is supplied sterile inside (with sterile interior). Sterility inside is ensured by the needle shield
and plunger cap.

Sterilization method - Gamma irradiation.

CONDITIONS OF TRANSPORTATION AND STORAGE
Transportation conditions

The product is transported using all available modes of transportation in the covered vehicles according to
the transportation rules forced on each transportation mode. The syringe is transported in cool, dry, dark
place, at temperature from —20 °C to +40 °C and air relative humidity from 20% to 80% (without
condensation).

Storage conditions
Keep at temperature from +5 to +30 °C and humidity from 20% to 80% (without condensation).

SHELF LIFE
Shelf life of the syringe is 5 years from the date of manufacture. The production date and expiration date are
indicated on the packaging of the product.

WARNINGS AND PRECAUTIONS
e Sterile. Non-pyrogenic. Non-toxic.
e Not made with natural latex.
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e For single-use only. Re-sterilization, re-treatment or re-use is prohibited. Disposable products are
designed and tested for single use only.

e Before use, verify integrity of each unit.

e Remove white cap and colored cap being careful not to touch the needle.

e Do not use after expiry date.

TERMS AND CONDITIONS OF UTILIZATION

The syringes must be disposed of in accordance with local requirements and local disposal regulation in
given region. Handling and disposal are carried out in accordance with accepted medical practice and in
accordance with local, state and federal laws and regulations. For home use, the syringes can be disposed of
as household waste.

WARRANTIES

The manufacturer guarantees the compliance of this medical device to the declared characteristics within
the limits of the preservation of the shelf life (the period of preservation of its sterility), provided that the
manufacturer’s requirements specified in the instructions for use are complied with. The manufacturer is not
responsible for damage or accidents caused by improper use of the product, due to the fault of users or
external unforeseen situations.

MANUFACTURER

Legal Manufacturer:

Becton Dickinson and Company, 1 Becton Drive, Franklin Lakes, NJ 07417, USA
Manufacturing Site:

BD Medical — Diabetes Care, 1329 West Highway 6, Holdrege, NE 68949, USA
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