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Certificate of Conformity

Ne R3M 804 241 B1

TosapucTBo 3 00MekeHO10 BiAMOBiAAABHICTIO

HaykoBo — Bupo6nuua opranizanis «KAMME[»

Scientific and Production Corporation «Kammedy

Limited Liability Company

By, Kpun'sxesuya,6yz. 3, m. Kam'sueus — [Moginseskuit, Vipaina, 32300
St. Krypiakevycha, Bldg. 3, Kamianets — Podilskyi City, Ukraine, 32300

Karterepu, sommm, apenaxi, ronxm, Tpy6km mequumi 0/IHOPAa30BOro
3aCTOCYBAHHS;
Disposable medical catheters, probes, drains, needles, tubes;

Iepenik meauunux BUpOGiB 3a3Havenmit y Jomarky 1, mo € HeBix emHOIO
4acTHHOIO HBoro Ceprudikaty BinoBigHOCTI

The list of medical devices are indicated in Annex 1 which is the integral parts of the
Certificate of Conformity

Texnivnoro pernameHTy OO MeAMUHHX BHpPOGiB (3aTBepmxenuii [ToctanoBoio
KMY Bin 02 sxoerhs 2013 poky Ne753) — Jlomatok Ne 3: 3abesreveHns
(YHKLIOHYBaHHS KOMIUIEKCHOT CHMCTEMH YMpPaBMiHHA AKICTHO (6e3 nepesipku
NPOEKTY)

Technical regulation on medical devices (approved by Decrees of Cabinet of Ministers of
Ukraine Ne753 dated October 02, 2013) — Annex 111 ensuring of functioning of full quality
assurance system (except for the design examination)

JU1s pO3MOBCIOKEHHS Ha PHHKY BUpo6iB Kiacy Il 1omatkoBo 060B'I3KOBHM
e Cepruoixar nepesipku npoexry 3riguo Jloxatky 3, mynkru 8-11.

For marketing of devices Class- 11l additionally a Design examination certificate accordance
with Annex 3, items 8-11, is mandatory

TOB «Yxpaincekuit IncTutyT CTaHaapTiB», MiCLE3HAXOMKEHHS: OyauHok 1, Byauua
Onexkcanapisceka, micro Kuie, 03062, Vkpaina. Homep npusHauenoro oprany
UA.TR.137

LLC Ukrainian Standards Institution: building 1, Oleksandrivska street, Kyiv, 03062,
Ukraine: building 1, Oleksandrivska street, Kyiv, 03062, Ukraine. Identification number of
the notified body UA.TR.137

Hidicauii 3:  30.01.2024
Efjective date:

Hivicuuii no:  29.01.2029
Expiry date:

Haranias CTEIIAHKIBCBKA
Natalia STEPANKIVSKA
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HuHHicTs cepTHdiKaTy BIANOBIAHOCTI HEOOXiAHO NEPeBipHTH Ha odiuifiHomy

BeG-caiiti www.usi.biz.ua aGo 3a Tenedonom: +38-050- 818-7-333
The validity of the Cernficate of Conformity shall be checked on the official website www.usi. biz.ua or by tel.; + 38-050- 818-7-333
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Ilepenik meanunux Bupo6is
List of medical devices

Haiimenysanns meanunoro Bupoty

YKPaTHCBKOI0 MOBOI
Name of medical device in Ukrainian

Haiimenysanus meanunoro supo6y

AHTificbK0I0 MOBOIO
Name of medical device in English

Knac
Class

lazosinsiana tpyGka: Fr 15; Fr 18; Fr 21; Fr 24;
Fr 27; Fr 30; Fr 33; Fr 36

Rectal Tube: Fr 15; Fr 18; Fr 21; Fr 24; Fr 27;
Fr30; Fr33; Fr 36

[ cTepunbHumii
/

[ sterile

l'azosinginua TpyGka (autaua): Fr 6; Fr 9: Fr 10:
Fr12

Rectal Tube (Pediatric): Fr 6; Fr 9; Fr 10; Fr12

| crepunbHuii
/

1 sterile

Ipurauitina cuctema ans isioancnencepa

Irrigation System for Physiodispenser

I crepunbHuii
/

[ sterile

Cunbdon-rapMoluka s acnipauii: 06’emom
50 ml (mn), 150 ml (o), 350 ml (M)

Aspiration Bellows: V - 50 ml, 150 ml, 350 ml

I crepuneHui
/

1 sterile

HakineuHuk Kyxuns Ecmapxa: Fr 18; Fr 24

Esmarch's Irrigator Tip: Fr 18; Fr 24

[ cTepunbhmii
/

[ sterile

3oun yporeneranbhuii ([etas MikpoGionoriuna )

Urogenital Probe (Inoculation Loop)

I crepunbHmii
/

I sterile

30HA yporeHeTabHUH 3 BATHUM TAMIOHOM
(IMetist MikpoGionoriuua 3 BATHHM TaMMOHOM)

Urogenita!l Probe with Tampon (Inoculation Loop
with Tampon)

[ crepunbHuii
/

[ sterile

3aTuckay A1 My nOBUHH

Umbilical Cord Clamp

[ crepunbHUii
/

[ sterile

IlInatens uepBikanbHuii

Cervical Spatula

| crepunbhuii
/

! sterile

10.

[Inarens ®onbkmana

Folkman Spatula

I crepunbHuii
/

1 sterile

Tpybxa - yoxon matuuka

Ultrasound Probe Cover

I crepunbHumii
/

1 sterile

l"opTaHia kaHws

Laryngeal Cannula

I crepunbHuii
/

I sterile

Kanions - BincmMokTyBau ans Byxa

Suction Cannula for Ear

I crepunbHuit
/

1 sterile

Kantons nns NMPOMHWBAHHA JTAKYH MUT1aJIUH

Cannula for Tonsil Stones Flushing

| cTepunbHuit
/

[ sterile

Hocosa wuHa

Nasal Splints

.

I crepunbuuii
/

[ sterile

Hasogapunreansuuii nositposin

Nasopharyngeal Airway

[ cTepunbHuMii
/

[ sterile

CTHIIET /13 BCTAHOBIIEHHS €HI0TPaXealbHOT
TpyOku: Fr 7; Fr 10; Fr 14

Stylet for Endotracheal Tube Insertion: Fr 7;
Fr10; Fr 14

I cTepunbHmii
/

[ sterile

[0’ exuifinnii By3on

Injectable Plug

I crepunbHuii
/

! sterile

3arnywka Jlyep

Luer Plug

[ crepunbhuii
/

[ sterile

Nonarok 1 nificunii npu nassrocti Ceprudikary sianosiaHocti Ne R3IM 804 241 B1
Annex 2 is valid with Certificate of Conformiry Ne RIM 804 241 B1
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s Kpan Tpboxxonosuii Three-Way Valve [ crepunbHuii
. /
! sterile
o KpaH oaHoxo08ui One-Way Valve I cTepunbHUii
l. /
1 sterile
Iepexinnnk Jlyep — Xane; Xaue - Jlyep; Kane- | Janet-Luer; Luer-Janet; Janet-Janet Adapter I crepunbHuit
22, | Xane /
1 sterile
5 Cromartonoriuna Xipypriuna Hacanka (Mikpo) Surgical Aspirator Tip (micro) [ cTepunbHuii
; /
[ sterile
- Kucuesa macka Oxygen Mask [ cTepunbHuii
. /
1 sterile
- PerynboBaHa kucHeBa Macka Regulated Oxygen Mask I crepunbHuii
. /
[ sterile
¢ Macka — pecniipatop Respirator Mask I crepunbHuit
26. /
[ sterile
- LTyuep-nepexiaiHHK KUCHEBHI Fitting Adapter for Oxygen Catheter | crepunbHuii
. /
[ sterile
BuMipioBay LeHTpaJbHOrO BEHO3HOTO THCKY Central Venous Pressure Manometer | cTepunbHuMii
28. | (400 mm (mm) H20) (400 mm H20) /
1 sterile
MaHOMeTp Ut BUMIpIOBAHHS THCKY Manometer for Measuring Cerebrospinal Fluid I crepunbHuii
29. | cnunHOMO3KOBOT pimuHu (400 mm (Mm) H20) Pressure (400 mm H20) /
1 sterile
Ennockoniuna ancransha nacanka (Hakoweunuk | Disposable Endoscopic Distal Tip I crepunbhuii
30. | ua ¢piGporactpockon) /
[ sterile
lNonka XiGa crannaprha 3atouka «BackBevel» Chiba Needle Back Bevel Sharpening: (length Ila
31. | (noBxwuua 150 mm (mm), 220 mm (Mm), 320 mm 150 mm, 220 mm, 320 mm): G 21; G 18;
(Mm)): G21;G18;G17;G 15 G 17;GI5
lNonka Xiba cTaH#apTHA 3aTOYKA «OJTiBELIbY Chiba Needle Pencil Sharpening: (length 150 ITa
32. | (nomxuua 150 mm (mm), 220 mm (mMm), 320 mm mm, 220 mm, 320 mm): G 21; G 18; G 17;
(Mm)): G21;G 18, G17; G 15 G 15
33. | I'onka tuny Bepewa: G 13; G 15 Veress Type Needle: G 13; G 15 Ila
34 lonka Tumy Bepetua (i3 kpanom): G13; G 15 Veress Type Needle (with plug): G 13; G 15 Ila
35 | Hexomnpeciiia rosika 1 niespabHOL Chest Decompression Needle: G 15; G 13 Ila
nopoxxHuuu: G 15; G 13
36. lonika Ans BeTaHOBJEHHS MiZKIHOYMYHOTO | Needle for Central Venous Catheter Insertion: Ila
katerepa: KB-1(G 19); KB-2(G 17); KB-3(G 15) | VC-1(G 19); VC-2 (G 17); VC-3(G 15)
37. | lonka nyHkuii 3agusoro ckneninug: G15; G 17 Needle for Culdocentesis: G15; G 17 [Ta
38, l'onka tuny Kysikoscbkoro: G 15; G 17 (autsua, | Sinus Puncture Needle: G 15: G 17 (Pediatric, [Ta
Jopocaa) adult) )
39. | l'onka arruxosa: G 17; G 18 Astic Puncture Needle: G 17; G 18 Il a
40. | Iosnka ans Tumnanonyukuii: G 21; G 18 Tympanum Puncture Needle: G 21; G 18 Ila
41, Fonka KocakoBCbKOTO uisi THMNAHOMY HKL T Kosakovsky Needle for Tympanum Puncture: ITa
G21, G18 G21,GI8
42. | I'onka Kocakoscbkoro uist Mipuurortomii G18 Kosakovsky Needle for Myringotomy G18 ITa
45. | Tonka oo G 15 Dufaut's Needle G 15 ITa
44, | I'onka nnst JIOP - anectesii G 21 ENT Anesthesia Needle G21 ITa
45. go?éca — inTpoabtocep ansg myukuii cyaun: G 17; Y-Shape Introducer Needle: G 17; G 18 ITa
46. | I'onka anst nyHkwii cyaun: G 17, G 18 Blood Vessel Puncture Needle: G 17; G 18 Ila
47 | T'onka ana acmipauiiinot 6ioncit (tiny Xi6a): Fine Needle Aspiration Biopsy Needle, Chiba Ila
G15;G17; G18; G21 Type: G 15; G 17; G 18; G21

Honarok | aifichuii npu naserocti Ceprudikary sianosianocti Ne R3M 804 241 B1
Annex 2 is valid with Certificate of Conformity No R3IM 804 241 BI
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48 lonka nna Topakouentesy/ manapouentesy: G13; | Laparocentesis Needle / Thoracentesis Needle- G Ila
- | GI5 13;G 15
49 l'onika Tumy Bepewa mns TOpaKoUEHTE3Y/ Veress Type Needle for Laparocentesis / Ila
" | nanapouentesy: G13: G15 Thoracentesis: G 13: G 15
50 Hpenax tuny «Penony: Fr 9; Fr 12; Fr 15; Fr 18; | Redon Drain: Fr 9, Fr12; Fr 15; Fr 18; Fr 24; ITa
| Fr24; Fr26; Fr 30 Fr 26; Fr 30
51 Hpenax tuny «Penon» (anantep XKane): Fr 9; Redon Drain with Janet Adapter: Fr 9; Fr 12; Ila
~ | Fr12;Fr15; Fr18; Fr 24; Fr 26: Fr 30 Fr 15; Fr 18; Fr24; Fr 26; Fr 30
59 Hpenax Tuny «Penouy (3 noptom ans ipurauii): Redon Drain with Irrigation Tube: F 18: F 24: ITa
~ | FI18;F24;F30 F 30
53 Hpenax tuny «Penony» (M’ sikuii XKawne): Fr 9; Redon Drain with Soft Janet Adapter: Fr9; Fr 12; ITa
| Fr12; Fr15; Fr 18: Fr 24; Fr 26; Fr 30 Fr 15; Fr 18; Fr 24; Fr 26; Fr 30
54, Hpenax tuny «Penony (3 MIacTHKOBUM Redon Drain with Plastic Trocar: Fr 18; Fr24 ITa
Tpoakapom): Fr 18; Fr 24
56 Hpenasx Tumy «Pemon»(3 metanesum Tpoakapom); | Redon Drain with Metal Trocar: Fr 9, Fr12; Il a
" | Fr9;Fr12; Fr15; Fr 18; Fr 24 Fr15; Fr18; Fr24
56. | HApeHax Tuny Yibmepa (anantep Xane): Fr 9: Ulmer Drain with Janet Adapter: Fr9; Fr 12; Ila
Fr 12; Fr 15; Fr 18; Fr 24; Fr 26: Fr 30 Fr 15; Fr 18; Fr24; Fr 26; Fr 30
57 | AApeHax Tuny Yibmepa (3 noprom ans ipurauii): | Ulmer Drain with Irrigation Tube: Fr 18; Fr 24, Ila
" | Fr18;Fr24; Fr30 Fr 30
sg | Apenax Tuny Vibmepa (3 niacTukosum Ulmer Drain with Plastic Trocar: Fr 18; Fr 24 Ila
Tpoakapom): Fr 18; Fr 24
59 Hpenax Ty Yibmepa (3 Metanesum Ulmer Drain with Metal Trocar: Fr 9; Fr 12; ITa
' Tpoakapom): Fr 9; Fr 12; Fr 15; Fr 18: Fr 24 Fr 15; Fr 18; Fr24
60. | Apenax Tuny cmipans (agantep Xaue): Fr 9; Spiral Drain with Janet Adapter: Fr 9; Fr 12; Ila
Fr 12; Fr 15; Fr 18; Fr 24: Fr 26; Fr 30 Fr 15; Fr 18; Fr 24; Fr 26; Fr 30
61 Hpenax Tuny cnipans (3 noprom s ipurauii): Spiral Drain with Irrigation Tube: Fr 18; Fr 24, [la
"~ | Fr18; Fr24: Fr30 Fr 30
62. | ApeHax Tumy cnipans (3 naacTHKOBMM Spiral Drain with Plastic Trocar: Fr 18; Fr 24 Il a
| Tpoakapom): Fr 18; Fr 24
63. | Hpenax tuny cripans (3 Meranesum Tpoakapom): | Spiral Drain with Metal Trocar: Fr 9: Fr:12; Ila
Fr9;Fr12;Fr]5;Fr18;Fr24 Fr 15; Fr 18; Fr24
64. Apenax wiuesuii: Fr 9; Fr 12: Fr 15; Fr 18; Splined Drain: Fr 9; Fr 12; Fr 15: Fr 18; Fr 24; ITa
Fr 24, Fr 26; Fr 30 Fr 26; Fr 30
65: Jpenax wniuesnii 3 noprom wis ipurauii: Fr 18; | Splined Drain with Irrigation Tube: Fr 18; Fr 24; Ila
Fr 24; Fr 30 Fr 30
66. | ApeHax wniuesmii 3 niacTukoBUM TPOaKapoMm: Splined Drain with Plastic Trocar: Fr 18; Ila
Fr 18; Fr 24 Fr 24
67. | HpeHax waineswuii 3 MetaneBum Tpoakapom: Splined Drain with Metal Trocar: Fr 9; Fr12; Fr Ila
Fr9; Fr12; Fr 15;Fr 18: Fr 24 15; Fr 18; Fr24
68 | Apenax npodinbhuii Cnabincbkoro (Bneiika): Slabinsky (Blake) Drain: Fr 9; Fr 12; Fr 15; Fr 18; Ila
Fr9; Fr 12; Fr 15; Fr 18; Fr 24; Fr 26; Fr 30 Fr 24; Fr 26; Fr 30
69. Hpenax npodinsuuii CnabiHcbkoro (bneiika) 3 Slabinsky (Blake) Drain with Irrigation Tube; ITa
noprom juia ipurauii: Fr 18; Fr 24; Fr 30 Fr 18; Fr 24; Fr 30
70. Hpenax npodineruii Cnabincbkoro (Bneiika) 3 Slabinsky (Blake) Drain with Plastic Trocar: [Ta
NJIacTHKOBMM TpoakapoM: F 18; F 24 Fr 18; Fr24
Hpenax npodinbuuii Cnadincbkoro (Bneiika) 3 Slabinsky (Blake) Drain with Metal Trocar: ITa
71. | Meranesum Tpoakapom: Fr 9; Fr 12; Fr 15; Fr 18; | Fr9; Fr 12; Fr 15; Fr 18; Fr 24
Fr24
75 | Apenax npodinbhuii aonpocsitumii: Fr 9; Dual Lumen Drain: Fr 9; Fr 12; Fr 15; Fr 18; Ila
Fr 12; Fr 15; Fr 18; Fr 24; Fr 26; Fr 30 Fr 24; Fr 26; Fr 30
73. | HpeHak rodpoBaHmii Corrugated Drain Ila
74. | lpeHax cTpiukoBuii cepeanboropoBaHuii Medium Corrugated Drain Ila
75. | Jlpenax ctpiukoBwuii npidHorodpopaHmii Finely Corrugated Drain Ila
76. | Hpenax tuny Ilikoschkoro Fr 9 - Original Bile Duct Drain: Fr 9 ITa
77. | Mpenax tuny «Harapamkan Fr 9 Nagaradzha Drain: Fr 9 [la
78 | ApeHax Tumy «Harapamka» (ans Nagaradzha Drain for Endoscopic Insertion: Ila
€HOCKOMIYHOro BBeAeHHs): Fr 5: Fr 6; Fr 7. Fr8, |Fr5;Fr6;Fr7,Fr8: Fr9 )

HNonatok | aificuuii npn HaseHocTi Ceptudirary signosinsocti Ne R3M 804 241 B1
Annex 2 is valid with Certificate of Conformity No R3M 804 241 B1
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Fr9
79. | HOpenax Kepa: Fr 12; Fr 15; Fr21; Fr 24 Kehr Drain: Fr 12; Fr 15; Fr21; Fr 24 ITa
80. | lpeHax nanapockomiuuuii; Fr 14 Laparoscopic Drain: Fr 14 ITa
g1 HpeHax Topakanenuii: Fr 12; Fr 16; Fr 18; Fr 20; | Thoracic Drain: Fr 12; Fr 16; Fr 18; Fr 20; Fr 22: ITa
" | Fr22; Fr24; Fr26; Fr 30 Fr 24; Fr 26; Fr 30
Hpenax TopakanbHuit (kyT Buruny 45 rpanycis): | Thoracic Drain (bending angle - 45 degrees): Fr Ila
82. | Fr12; Fr 16; Fr 18; Fr 20; Fr 22; Fr 24; Fr 26; 12; Fr 16; Fr 18; Fr 20; Fr 22; Fr 24; Fr 26; Fr 30
Fr30
Hpenax topakanbuuii (kyT Buruny 90 rpanycis): | Thoracic Drain (bending angle - 90 degrees): Fr Ila
83. | Fr12; Fr 16; Fr 18; Fr 20; Fr 22; Fr 24; Fr 26; 12; Fr 16; Fr 18; Fr 20; Fr 22; Fr 24; Fr 26; Fr 30
Fr 30
HpeHax TopakaibHHii (Ha MeTaJleBOMY CTHIIETI- Thoracic Drain over Metal Trocar: Fr 12; Fr 16; Ila
84. | tpoakapi): Fr 12; Fr 16; Fr 18; Fr 20; Fr 22; Fr Fr 18; Fr 20; Fr22; Fr 24; Fr 26; Fr 30
24; Fr 26; Fr 30
85. | Jlpenax ans eHekTomii Fr 12 Venectomy Drain Fr 12 Ila
86. | Jlpenas - npucocka s BAK-tepanii Suction Drain For Vacuum Therapy Ila
87 Acniparop patosoro nons: Fr 9; Fr 18; Fr24; Fr | Wound Aspiration Tube: Fr 9; Fr 18; Fr 24; Ila
130 Fr 30
88. AcnipaTop paHOBOTO MOJIst 3 KOHTPOJILHUM Wound Aspiration Tube with Vacuum Control Ila
orsopoM: Fr 9; Fr 18; Fr 24 Opening: Fr9; Fr 18; Fr24
89 Acmipatop panosoro nons (tuny Sukayep): Fr9; | Yankauer Aspiration Tube (Yankauer): Fr 9: ITa
" | Fr18; Fr24 Fr 18; Fr 24
9o | Acnipatop paxosoro nons (tuny Sukayep 3 Yankauer Aspiration Tube (Yankauer Type with Ila
__| BakyyM koHTponieM): Fr 9; Fr 18; Fr 24 Vacuum Control): Fr 9; Fr 18; Fr 24
91 | HApenax - ipuratop [lonsHcbkoro Drainage — irrigator by Polyansky (two-channel, Ila
(aBOKaHAILHUH, ' ATHKAHAILHHIA) five-channel)
92 | Apenax — copbenr [Nonsncwkoro(aBokananbhuii, | Drainage — sorbent by Polyansky (two-channel, ITa
M’ ATHKaHATbHHIA) five-channel)
Onxoxpokosuii katetep - npeHax Ha roui Xi6a | One-Step Insertion Pigtail Drain over Chiba ITa
93. | sarouka «Back Bevel»: Fr 6; Fr 7; Fr 8: Fr 9; Needle Back Bevel Sharpening: Fr 6; Fr 7; Fr 8;
; Fr 10; Fr 12 Fr9; Fr10;Fr 12
OnHokpokoBuii kateTep - ApeHax Ha ronui Xi6a | One-Step Insertion Pigtail Drain over Chiba I[la
94. | 3atouka «oniseus»: Fr 6; Fr 7; Fr 8; Fr 9: Fr 10; Needle Pencil Sharpening: Fr 6; Fr 7; Fr 8; Fr 9;
Fri2 Fr10; Fri2
95 | OOMiHHuii kateTep Ha ronky Xi6a: Fr 6; Fr 7; Replaceable Pigtail Drain for Chiba Needle: Ila
Fr8; Fr9; Fr10; Fr 12 Fro6; Fr7; Fr8; Fr9; Fr 10; Fr 12
96 Katerep nyHkuiiuuii 11s engockonii Puncture Catheter for Endoscopy: Fr 7/ G 22 Ila
(nyHKUiHHKUI imkekTop) Fr 7/G22
97, Kartetep nns embonextomii Ty «@oraptix: Fogarty Embolectomy Catheter: Fr 3; Fr 4; Fr §; ITa
Fr3;Fr4;Fr5;Fr6;Fr8 Fr 6; Fr 8
98. Karetep ans npoMUBaHHs KPOBOHOCHHX CYJIMH Catheter for Blood Vessels Flushing after Ila
nicas embonektomii: Fr 3; Fr4; Fr 5; Fr 6; Fr 8 Embolectomy: Fr 3; Fr 4; Fr 5; Fr 6; Fr 8
99. | Karerep anst enponiMmbatuunux in'exuiii Fr 4 Catheter for Endolymphatic Injections: Fr 4 ITa
100, Katerep na ronui Kynikoscbkoro (1o Self-Fixing Catheter over Needle : Fr 9 Ila
¢ikeyernes) Fr 9
101. Katerep /s raiiMopoBix masyx (3a MeTooM Sinus Lavage Catheter: Fr 5; Fr 6 [Ta
Cenbainrepa): Fr 5; Fr 6
102 Katetep BeHo3Huii nigkmoununuii: KB-1 ( Fr4 ); | Central Venous Catheter: VC-1 (Fr 4); VC-2 (Fr ITa
KB-2 (Fr 5); KB-3 (Fr 6) 5); VC-3 (Fr 6)
KateTep BeHO3HHIT NMiAKTIOYHYHHIT 3 Butterfly Central Venous Catheter: ITa
103 | «metennkomy: VC-1 (Fr4); VC-2 (Fr 5); VC-3 (Fr 6)
KB-1 ( Fr4); KB-2 (Fr 5); KB-3 (Fr 6)
Karetep BeHO3HUIT MiAKTIOYHYHHIT Butterfly Central Venous Catheter (Radiopaque): Ila
104. | pentrenokoHTpacTHmii 3 «Metenukom»: KB-1 (Fr | VC-1 (Fr 4); VC-2 (Fr 5);
4); KB-2 (Fr 5); KB-3 (Fr 6) VC-3 (Fr6)
Karterep BeHO3HUI minknrounuHmii Butterfly Central Venous Catheter (Radiopaque, la
105. | peHTreHOKOHTPACTHHUIA 3 «METETHKOMY 3 with Rope Guide):VC-2 (Fr 5); VC-3 (Fr 6)
- TpocoBuM nposiannkom: KB-2(Fr 5); KB-3 (Fr 6) .

Nonarok | aificunii npn nassuocti Ceprudikaty sianosiznocti Ne R3M 804 241 Bl
Annex 2 is valid with Certificate of Conformity Ne R3M 804 241 Bl

Cmopinka 53 11




Jlonatoxk 1

Annex |

no Ceprudpikaty Bianosinsocti Ne R3M 804 241 Bl
to Certificate of Conformity Ne R3M 804 241 B

" | Karetep nynkosuii (oanokananbHuii, Umbilical Venous CatheterVC-4 (Fr 4); Ila
106. | nBokamanbumii): KB-4(Fr 4); KB-5(Fr 5); KB-6 VC-5 (Fr 5); VC-6 (Fr 6); VC-8 (Fr 8)
(Fr 6); KB-7 (Fr 7); KB-8(Fr 8)
Karerep-sincmokTyBau oporpaxeanshuii Orotracheal Suction Catheter (Aspiration): Ila
107. (acnipauiiinuii): Fr 6; Fr 8; Fr 9; Fr10; Fr12; Fro6; Fr8; Fr9; Fr 10; Fr 12: Fr 14; Fr16; Fr 18
Fr14; Fr16; Fr 18
Karerep-sincmokrysau opotpaxeanshuii 3 Orotracheal Suction Catheter with Vacuum ITa
158, | BaKYYM-KOHTpoJieM (acmipauiiituii) Control (Aspiration)Vakon/ Kapkon): Fr 6; Fr 8:
(Bakow/Kankow): Fr 6; Fr 8; Fr 9; Fr 10; Fr 12; Fr9; Fr 10; Fr 12; Fr 14; Fr 16; Fr 18
Fr 14; Fr 16; Fr 18
109. | KaTerep HocOBHIi KHCHEBH NBOTpYOHwUii Fr 12 Nasal Oxygen Catheter (Double-Tube): Fr 12 ITa
110. Karetep Hocosmii kncHesmii perynsosanmii; Fr 6 | Nasal Oxygen Catheter (Regulated): Fr 6; Fr 12 Ila
(mutauwmii); Fr 12
i Karerep Henarona (4onosiuuii): Fr 6; Fr 8; Fr 10; | Nelaton Catheter (Male): Fr 6; Fr 8; Fr 10; Fr 12; ITa
Fr 12; Fr 14; Fr 16; Fr 18; Fr 20; Fr 22; Fr24 Fr 14; Fr 16; Fr 18; Fr 20; Fr 22: Fr 24
12, Karerep Henarowa (kinouwuit): Fr 6; Fr 8: Fr 10; Nelaton Catheter (Female): Fr 6; Fr §; Fr 10; ITa
Fr 12; Fr 14; Fr 16; Fr 18; Fr 20; Fr22; Fr24 Fr 12; Fr 14; Fr 16; Fr 18; Fr 20; Fr 22; Fr24
13. Karerep Timmana: Fr 6; Fr 8; Fr 10; Fr 12; Fr 14; | Tiemann Catheter: Fr 6; Fr 8, Fr10; Fr12; Fr14; Ila
Fr 16; Fr 18; Fr 20; Fr 22: Fr 24 Fr 16; Fr 18; Fr 20; Fr 22: Fr 24
Karerep IMewuuepa: Fr 8; Fr 10; Fr 12; Fr 14; Pezzer Catheter: Fr 8; Fr 10; Fr 12; Fr 14; +F l16; Ila
I14. | rF 16; Fr 18; Fr20: Fr 22; Fr24; Fr 26; Fr 28; Fr 18; Fr 20; Fr 22; Fr 24; Fr 26; Fr 28; Fr30;
| Fr30; Fr 32; Fr 34; Fr 36; Fr 38; Fr 40 Fr 32; Fr 34; Fr 36; Fr 38; Fr40
115, Karerep ceuosupinnmii: Fr 3; Fr 4; Fr 5; Fr 6; Ureteral Catheter (with a closed distal end): [Ta
Fr7;Fr8§ Fr3;Frd; Fr5,Fré; Fr7;Fr8
Karerep ceuoBuBinuii 3 Bigkputum kinuem: F 3; | Ureteral Catheter (with an open distal end): Ila
116. F4;F5;F6;,F7;F8Fr3;Frd;Frs;Fr6; Fr7: Fr3;Fr4;Fr5;Fr6;Fr7;Fr8
Fr 8
7. KateTep ceqoBHBiaHMI THILY «CBHHSUMIT XBicTy: Pigtail Ureteral Catheter (with a closed distal Ila
F3,F4,F5,F6;F7,F8 end): Fr 3; Fr4; Fr 5; Fr6; Fr 7; Fr 8
Karerep ceuoBUBiAHMI THITY «CBUHAYHI XBicTY 3 Pigtail Ureteral Catheter (with an open distal Ila
118. | Binkputum kinuem: Fr 3; Fr 4;Fr5;Fr6;Fr7; end):F3;F4,F5,F6;F7;F8
Fr8
119 Karerep ans nyHkuiiinol eniwnctoctomir; Fr 14; Percutaneous Cystostomy Catheter: Fr 14; Fr 16; Ila
"| Fr16; Fr 18 Fr18
179. Karerep Tuny «Bakpi» mist tamnonanu mMaTku: Bakri Balloon Catheter: Fr 18; Fr 24 Ila
Fr 18; Fr 24
121, Karerep tuny «Bakpi» (Mini) ans tTamnonamu BakriBalloon Catheter(mini): Fr 6; Fr 8; Fr 9 Ila
marku: Fr 6; Fr 8; Fr 9
122. Katerep BHyTpilunsoMaTkoBuii mwis Catheter for Hysterosalpingography: Fr 9 ITa
MeTpocanbninrorpadii: Fr 9
123, EachETep A BHYTPILIHBO MaTKOBOT iHceMinauii: | Catheter for Intrauterine Insemination: Fr 4 Ila
" r
124. | Karerep Ganonnmii wis aunarauii CTEHO3Y CYHH Pulmonary Balloon Dilatation Catheter Ila
Karerep ana synunku Hocosoi kposoTeyi Epistaxis Balloon Catheter (Distal balloon, Ila
125. | (anctansumit 6anon, UEeHTpanbHUii 6aon, Central balloon, Double-balloon)
NBOOANTOHHIT)
126. | Karerep — nunararop TpancuepgikabHuii Transcervical Double-Balloon Catheter ITa
JIBOBANIOHMI
177. | Xonenoxonitoekcrpaktop: Fr 6; Fr 8 Balloon Catheter for Calculi Removal: F 6; I 8 Ila
128, | Xonenoxonitoekctpakrop GanoHnmii Endoscopic Balloon Catheter for Calculi Il a
EHAOCKONiuHuii: Fr 7 Removal: F 7
CreHT ypeTpanbHuii «noaBiHHMI CBHAAUME Double Pigtail Ureteral Stent with Closed Distal ITa
129. | xBict» i3 3akpuTHM AUCTANbHUM KiHuem: Fr 4; End: Fr4; Fr5; Fr6; Fr7; Fr 8
FrS5; Fr6;Fr7;Fr8 )
CTeHT ypeTpanbHHil «MoaBiHHMI CBHHSY T Double Pigtail Ureteral Stent with Open Distal Il'a
130. | xBict» i3 BIIKPHTHM JMCTANbHHM KiHuem: Fr 4; End: Fr4; Fr5; Fr6; Fr7; Fr§
Fr5;Fr6; Fr7;Fr8
131. | CtenT — mienoctoma: Fr 4;Fr5;Fr6;Fr7:Fr8 Pyelotomy Stent: Fr 4; Fr 5; Fr 6;Fr7,Fr8 ITa
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132, Crent 6iniapuuii: Fr 7; Fr 8; Fr 8,5; Fr 10; Fr Biliary Stent: Fr 7; Fr 8; Fr 8,5; Fr 10; Fr 11,5 ITa
11,5
133 3oHn inTyDbauiiiHKil 1N npeHyBaHHS TOHKOTO Miller-Abbott Tube for Small Intestine Intubation Ila
~" | kMwKiBHKUKA (TpaHcHA3AIbHHI)
3oHn iHTyOaLiiHU 11 NpeHyBaHHS TOHKOIO Miller-Abbott Tube for Small Intestine Intubation Ila
134, | kuwkiBHHKA (TpaHCHA3ANLHUI) 3 10IATKOBUM (with Additional Channel)
KaHaJIOM Juis ipurauii
3o inTybauiitHuit 10 1peHyBaHHA TOHKOTO Miller-Abbott Tube for Small Intestine Intubation ITa
135. | kuwkiBHKMKa (TpaHCHA3AILHUIN) 3 Py XJIHBHM (with Cover)
3aXHCHHM 4OXJIOM
156, | 3oHn inTybauilinnii s apeHyBaHna kuwkisHika | Miller-Abbott Tube for Large Intestine Intubation ITa
" | (rpancpekTanbHuii) (Transrectal)
137 | HonidyHkuionanbHui 3001 ans iHTyGaLi Polyfunctional Probe for Intestinal Intubation Il a
" | kuweunnka (3oun [onsHcbkoro) (Polyansky probe)
138. 3oun cTpaBoxianuit THITy «Bnekmopy (autauuit) | Blackmore Esophageal Tube (Pediatric): ITa
Fr17 Fr17
139. | 3onn crpaBoxinunii Tuny «Bnekmop»: Fr 20 Blackmore Esophageal Tube: Fr 20 ITa
140. | Munatatop ctpaBoxony: Fr 14; Fr 18 Esophageal Dilatator: Fr 14; Fr 18 ITa
141. | 3oun - npeHaxx nieBpaabHOT MOPOKHHHU: Fr 33 Chest Drain: Fr 33 Ila
142, 3oHn HazoracTtpanbHuil: Fr 5; Fr 6; Fr 8; Fr 9; Stomach Tube: Fr 5; Fr 6; Fr 8; Fr9; Fr 10; Fr 12; [lTa
Fr10; Fr12; Fr 14; Fr 15; Fr 16; Fr 18 Fr14; Fr 15;Fr 16; Fr 18
143, 30H 1A CHTEPANLHOrO XapyyBaHHA (AUTAYHIT): Enteral Feeding Tube (Pediatric): Fr 4; Fr 5; Fr 6; ITa
Frd;Fr5;Fr6;Fr8; Fr9; Fr10; Fr12 Fr8; Fr9; Fr 10; Fr 12
J24 | Soun A eHTepanbHOro Xapuysanus: Fr 8; Fr9; | Enteral Feeding Tube: Fr 8; Fr 9; Fr 12; Fr 15; ITa
Fr12;Fr 15;Fr16; Fr 18 Fr 16; Fr 18
30HI IS eHTePaIbHOrO XapuayBaHHs (Ui Enteral Feeding Tube (for endoscopic insertion): ITa
145. | ennockoniunoro Beenenns): Fr 6; Fr 7; Fr 8; Fr9; | Fr 6; Fr 7; Fr 8; Fr 9; Fr10
Fr10
30HA ANA eHTepasibHOrO XapuyBaHHs (3 TpocoBuM | Enteral Feeding Tube with Rope Guide: Fr §; [Ta
[46. | MPOBIAHMKOM Ta PEHTIrEHOKOHTPACTHOK Fr9; Fr 12
onuBow): Fr 8; Fr9; Fr 12
147, 30HA NS €HTEPaNbHOTO XapuyBaHHs (s Enteral Feeding Tube for Oronasal Transposition: ITa
opoHasayibHOi TpaHcno3uii): Fr 8; Fr 9; Fr 12 Fr8; Fr9; Fr 12
148. 30H]1 15 EHTEPAIBHOTO XapuyBaHHs (i3 30H10M- | Enteral Feeding Tube (with Pilot Tube); Ila
ninotom): Fr 9/Fr 24 Fr 9/Fr 24
149, 30HA A eHTePaJIbHOTO XapuyBanHs (3 Enteral Feeding Tube (with Gastric Pilot Tube): ITa
LLUTY HKOBHM 30HAOM- mijiotoMm): Fr 9/Fr 24 Fr 9/Fr 24
ISU 3oHa and KykcH 12-nanoi kuiku (3011 Probe for Duodenal Stamp Drain after Billroth I Ila
" | Cnabincbkoro) (Slabinsky Probe)
3oHa ans kykcH |2-nanoi KMLku Probe for Duodenal Stamp Two-Way Drain Ila
I51. | mBocnpsmMoBanoro apeHyBaHHs (30HM A (Billroth 1I probe for operations)
onepauii Binepor II) .
152, 30H1 1Ty HKOBO-KUILKOBHKI yHiBepcanbhuii (308a | Universal Gastrointestinal Probe (Sayenko Probe) Ila
| | Caenka)
3onn wnyHkosuii: Fr 6; Fr 8; Fr 9; Fr 10; Fr 12; Stomach Tube: Fr 6; Fr 8; Fr 9; Fr 10; Fr 12; ITa
153, Fr 14; Fr 15; Fr 16; Fr 18; Fr 20; Fr 21; Fr 22; Fr 14; Fr 15; Fr 16; Fr 18; Fr 20; Fr 21; Fr 22;
Fr 24; Fr 26; Fr 27; Fr 28; Fr 30; Fr 32 Fr 33; Fr 24; Fr 26; Fr 27; Fr 28; Fr 30; Fr 32 Fr 33;
Fr 36; Fr 40 Fr 36; Fr40
154. | 3oHA wnyHKoBHit nBOoKaHanbHuii: Fr 18; Fr 24 Double Stomach Tube: Fr 18; Fr 24 ITa
30H1 IyoneHanbHW (3 PEHTTEHOKOHTPACTHOIO Duodenal Tube with Radiopaque Insert: Fr 9; Il a
155. | BetaBkoro): Fr9; Fr 12; Fr 13; Fr 14; Fr 15; Fr 16; | Fr 12; Fr 13; Fr 14: Fr 15; Fr 16; Fr 18
: Fr18
156, | 30N IyoNeHANbHMI (3 PEHTTEHOKOHTPACTHOK Duodenal Tube with Radiopaque Olive: Fr 14 Ila
oauBoro): Fr 14 )
157, 30HA yoJeHAbHHI (3 METANIEBOIO OMMBOIO): Duodenal Tube with Metal Olive: Fr 12: Fr 16 ITa
Fri12;Fr 16
158. | 3oun pextanbhuii: Fr9; Fr 12; Fr 15; Fr 18 Rectal Tube: Fr9; Fr 12; Fr 15; Fr18 Ila
15, | 3oHa pekTanbhuii Ana ipurockonii ta kuwkosux | Iirigoscopy Tube: Fr30 Ila
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NnpoMHuBaHek; Fr 30
160. | 30HA W1s BEpXHbOLIENETHUX naszyx: G 13 Maxillary Sinus Probe G 13 ITa
161. [Tonoexysau npenaxis (Kane-Xane): Fr 18; Extension Tube for Drains (Janet-Janet): Ila
Fr 24; Fr 30 Fr 18; Fr 24; Fr 30
162. | Honosikysau npenaxis (JIyep->Kane) (3 KPaHOM Extension Tube for Drains (Luer-Janet): Fr 12 Ila
Ta 0e3 kpaHuka): Fr 12
162, | Momosxkysau npenaxis (3atickua kaHions): Fr9; | Extension Tube for Drains with Clamping Il a
Fr 12; Fr 15; Fr 18; Fr 24 Cannula: Fr 9; Fr 12; Fr 15; Fr 18; Fr 24
164. | TTonoxysau npenara Tuny Iikoscbkoro; Fr 12 Extle;sion Tube for Original Bile Duct Drain: ITa
Fr
165. | [NonoexyBsau npenaxa no Bronnay: Fr 18; Fr 30 Billau Extension Tube: Fr 18: Fr 30 Ila
166. ﬂoéugamyaaq ApeHaxca no Bronnay 3 Gankoio Biillau Extension Tube with Container: Fr 30 [Ta
Fr
147 | TlonoBxkysau no Ganku-380/10%KyBaYa KHCHIO Extension Tube for Oxygen Bubble Humidifier ITa
Fr18 Bottle: Fr 18
168. | Tlonowxysau acniipatopa paHosoro noss Fr 24 Extension Tube for Wound Aspiration Tube: Fr 24 ITa
169. | Tonosiysau npenasxa Kepa: Fr 12 Extension Tube for Kehr Drain: Fr 12 Ila
170. | TonosxyBau indysiithnx Hacocis: Fr 8;Fri12 Extension Tube for Infusion Pumps: Fr 8; Fr 12 Ila
[71. | lonosxyBau nanapockorniyHoro ApeHaxy: Fr 12 | Extension Tube for Laparoscopic Drain: Fr 12 I[la
172 | ITonoBxyBay BUCOKOro THCKY: Fr 12 High-Pressure Resistant Extension Tube: Fr 12 ITa
173, | [lonoBxyBau BHyTpiluHLOMaTKOBOIO acnipatopa | Extension Tube for Intrauterine Aspiration Tube ITa
(kanroni Kapmana) (Karman Cannula)
174, | Honosxkysau wns ninocakuii Ta ninogininry: Extension Tube for Liposuction and Lipofilling: ITa
Fr24 Fr24
Ennotpaxeanbha tpyGra (6e3 Mamkern) (BHYTP. Endotracheal Tube without Cuff, diameter: ITa
I75. | miametp: 2,0 mm (mMm); 2,5 mm (mMm); 3,0 mm 2,0mm; 2,5mm; 3,0mm; 3,5mm; 4,0mm; 4,5 mm
| (Mm); 3,5 mm (Mm); 4,0 mm (Mm): 4,5 mm (Mm))
Enzorpaxeansha Tpy6ka 3 MaH®eTO0 HH3LKOTO Endotracheal Tube with Low-Pressure Cuff, Ila
THCKY (BHYTp. niametp: 4,0 mm(Mm); diameter: 4,0 mm; 4,5 mm; 5,0 mm; 5,5 mm;
176. | 4,5 mm(mm); 5,0 mm(mm); 5,5 mm(Mm); 6,0 mm; 6,5 mm;7,0 mm; 7,5 mm; 8,0 mm;
6 ,0mm(mMm); 6,5mm(Mm); 7,0mm(mm); 7,5 mm 8,5 mm; 9,0 mm
(MM); 8,0 mm(mm); 8,5 mm (Mm); 9,0 mm(mMm))
Exnotpaxeansha Tpy6ka 3 MaHKeTOI0 HU3LKOTO Endotracheal Tube with Low-Pressure Cuff(with ITa
177 | THCKY (3 acnipauiitauM noprtom) (BHYTp. niametp: | aspiration port) (inner diameter: 7,0 mm; 7,5 mm:
7,0 mm(mm); 7,5 mm(mm); 8,0 mm (Mm); 8,5 mm | 8,0 mm; 8,5 mm; 9,0 mm)
(Mm); 9,0mm(mm)) :
EHnotpaxeanbHa Tpy6ka 3 MaHKETOI HU3LKOTO Endotracheal Tube with Low-Pressure Cuff(with Ila
178, | THEKY (3 KNCHEBHM nOpTOM) (BHYTp. niameTp: oxygen port) (inner diameter: 7,0 mm; 7,5 mm;
7,0 mm (MM); 7,5 mm(mm): 8,0 mm (Mm); 8,5 mm | 8,0 mm; 8,5 mm; 9,0 mm)
(Mm); 9,0 mm (Mm))
Tpaxeoctomiuna Tpy6Gka (BHYTP. aiameTp 5,0mm Tracheostomy Tube (inner diameter 5,0 mm; 5,5 ITa
(MM); 5,5 mm(mm) ; 6,0 mm(mMm) ; 6,5 mm(mm); mm; 6,0 mm; 6,5 mm; 7,0 mm; 7,5 mm: 8,0 mm;
179. | 7,0 mm(mm); 7,5 mm(mm); 8,0 mm(mm); 8,5 8,5 mm; 9,0 mm; 9,5 mm; 10,0 mm)
mm(mm); 9,0 mm(mm); 9,5 mm(mm); 10,0
mm(Mm))
TpaxeocTomitna Tpy6ka 3 MAHKETOI HU3LKOTO Tracheostomy Tube with Low Pressure Cuff: ITa
TUCKY (BHYTp. AiameTtp 5,0mm (Mm): 5,5 mm(mm) | (inner diameter 5,0 mm: 5,5 mm; 6,0 mm; 6,5
18C. | ;6,0 mm(mm) ; 6,5 mm(mm); 7,0 mm(mm); 7,5 mm; 7,0 mm; 7,5 mm; 8,0 mm; 8,5 mm; 9,0 mm;
mm(mm); 8,0 mm(mm); 8,5 mm(MMm); 9.0 9,5 mm; 10,0 mm)
mm(mm); 9,5 mm(mm); 10,0 mm(MM))
Tpaxeocromiuna Tpy6Gka (eHecrposana (BHyTp. Fenestrated Tracheostomy Tube (inner diameter Ila
aiametp 5,0mm (mMm); 5,5 mm(mm) ; 6,0 mm(mm) | 5,0 mm; 5,5 mm;, 6,0 mm; 6,5 mm; 7,0 mm; 7,5
181. | ; 6,5 mm(mm); 7,0 mm(mm); 7,5 mm(mm); 8,0 mm; 8,0 mm; 8,5 mm; 9,0 mm; 9,5 mm; 10,0
mm(mm); 8,5 mm(mm); 9,0 mm(Mm); 9,5 mm) . :
mm(mm); 10,0 mm(mm))
Tpaxeoctomiuna TpyGka 3 noprom wis Tracheostomy Tube with a Suction Port above Ila
182. | napmamxerHof acnipauii (BHyTp. niameTp 5,0mm | theCuff (inner diameter 5,0 mm; 5,5 mm; 6,0
(MM); 5,5 mm(mm) ; 6,0 mm(mm) ; 6,5 mm(mm); mm; 6,5 mm; 7,0 mm; 7,5 mm; 8,0 mm; 8,5 mm;
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7,0 mm(Mm); 7,5 mm(mm); 8,0 mm(mm); 8,5 9,0 mm; 9,5 mm; 10,0 mm)
mm(mMm); 9,0 mm(mm); 9,5 mm(mm); 10,0
mm(mMm))
TpaxeocTomiuna TpyOKka 3 IBOMa MaHxeTaMu Tracheostomy Tube with Double Low Pressure ITa
HU3bKOro THCKY (BHYTp. AiameTp 5,0mm (Mm); Cuff (inner diameter 5,0 mm; 5,5 mm; 6,0 mm;
183 5,5 mm(mmM) ; 6,0 mm(mm) ; 6,5 mm(mm); 7,0 6,5 mm; 7,0 mm; 7,5 mm; 8,0 mm; 8,5 mm; 9,0
" | mm(mm); 7,5 mm(mm); 8,0 mm(mm); 8,5 mm; 9,5 mm; 10,0 mm)
mm(mm); 9,0 mm(mm); 9,5 mm(mm); 10,0
mm(MM))
Tpaxeoctomiuna TpyOka deHecTpoBaHa 3i Fenestrated Tracheostomy Tube with Ila
3MIHHUMH BHYTPILUHIMH KaHIONSAMH (BHYTP. Interchangeable Inner Cannula (inner diameter
184 niametp 5,0mm (mMm); 5,5 mm(mm) ; 6,0 mm(mm) | 5,0 mm; 5,5 mm; 6,0 mm; 6,5 mm; 7,0 mm; 7,5
“| ;6,5 mm(mm); 7,0 mm(mm); 7,5 mm(mm); 8,0 mm; 8,0 mm; 8,5 mm; 9,0 mm; 9,5 mm; 10,0
mm(mm); 8,5 mm(mm); 9,0 mm(mm); 9,5 mm)
mm(Mm); 10,0 mm(mm))
185, ;Ipidfrpiffi ANns TpenaHauii ralMOpoBHX Masyx: Sinus Trephination Device: Fr 11 Ila
- Fr
189. | Habip apenaxis anst onepauiii: Fr 9; Fr 12 Surgical Drains Kit: Fr 9; Fr 12 Ila
Kommnekr ans yepeswikipHoro Kit for Percutaneous and Transhepatic Bile Duct Ila
187. 4Epe3NeYiHKOBOrO APEeHYBaHHS KOBUHHX Drain by Seldinger Method: Fr 6; Fr 7; Fr 8; Fr 9;
npoTokiB (3a Metonom Cenbainrepa): Fr 6; Fr 7; Fr 10; Fr 12
Fr8; Fr9; Fr 10; Fr 12
Habip a8 BcTaHOBNEHHS CTEHTa YPETPaabHOro Set for Double Pigtail Ureteral Stent with Closed Ila
182, | «nongifiHuii CBUHAUMH XBiCT» 3 3aKpHUTHM Distal End: Fr 5; Fr6; Fr7; Fr 8
JIMCTAJILHUM KiHueM: Fr 5; Fr 6; Fr 7; Fr 8
Habip nns BcTaHOBNEHHS CTEHTA YPETPALHOIO Set for Double Pigtail Ureteral Stent with Open [la
189. | «nompifiHMii cBUHSUMIT XBiCTY 3 BiIIKPHTHM Distal End: Fr 5; Fr 6; Fr 7; Fr 8
IUCTaNnbHUM KiHuem: Fr 5; Fr 6; Fr 7; Fr 8
KoMnnekT n1s BCTAHOBJIEHHS BEHO3HOTO Vascular Access Set: VC — | (Fr4); [la
190. | nigxmoununoro katerepa: KB-1(Fr 4 ); VC -2 (Fr5); VC -3 (Fr 6)
KB-2(Fr 5); KB-3(Fr 6)
3 Kommnnekr 11 BCTaHOBNIEHHS BEHO3HOIO Vascular Access Set with Butterfly Catheter: VC Ila
191. | niakmoununoro katetepa 3 "MeTesHkoM": -1 (Fr4); VC -2 (Fr 5); VC -3 (Fr 6)
KB-1(Fr 4); KB-2(Fr 5); KB-3(Fr 6)
Komnuekr nnst BcTaHOBNeHHs KaTeTepa Vascular Access Set with Radiopaque Butterfly Ila
192, | BeHosHoro MiIKJFOYHYHOTO Catheter: VC-1 (Fr4 ); VC -2 (Fr 5); VC -3 (Fr 6)
PEHTTEHOKOHTPACTHOTO 3 «METENTHKOM: '
KB-1(Fr 4); KB-2(Fr 5); KB-3(Fr 6)
KoMmnnekT [/ BCTAHOBIIEHHS! KaTeTepa Vascular Access Set with Radiopaque Butterfly Ila
BEHO3HOTO MiAKITIOYHYHOTO Catheter over a Rope Guide
193. | peHTreHOKOHTPACTHOrO 3 «METEIHKOMY 3 VC -2 (Fr 5); VC -3 (Fr6)
TpocoBuM npoBinHukoM: KB-2 (Fr 5) ; KB-3
(Fre6) '
Habip mns Hedpocromii (3a MeTogom Nephrostomy Set by Seldinger Method, catheter: ITa
194. | Cenbainrepa); katetep: Fr 6; Fr 7; Fr 8; Fr 9; Fré; Fr7;Fr8;,Fr9;Fr10;Fr12
Fr 10; Fr 12
Habip ans neppoctomii (katerep Ha ronui Xiba, | Nephrostomy Set (catheter over Chiba Needle ITa
195. | 3atouka «BackBevel»); karetep: Fr 6; Fr 7, Fr 8; | Back Bevel Sharpening), catheter: Fr 6; Fr 7;
Fr9; Fr 10; Fr 12 Fr8; Fr9; Fr 10; Fr 12
HaOip ans neppocromii (katerep na ronui Xi6a, | Nephrostomy Set (catheter over Chiba Needle Ila
196. | 3arouka «oniseus»); katerep: Fr 6; Fr 7; Fr 8; Pencil Sharpening), catheter: Fr 6; Fr 7; Fr 8;
Fr9; Fr10; Fr 12 Fr9; Fr 10; Fr 12
197. Habip ans npomueanus nasyx Hoca: Fr 12; Fr 18; | Sinuses Rinsing Set: Fr 12; Fr 18; Fr21; Fr24 ITa
Fr21; Fr 24
198. ?ai{iiSp L1 NPOBENICHHA NepUTOHeanbHoro pianizy | Peritoneal Dialysis Set: Fr 15 ITa
r
199, HaGip ractpocromiunuii uepesimkipuuii: Fr 16; Percutaneous Endoscopic Gastrostomy Set: Fr 16; Ila
, Fr 24 Fr24
200, | HaGip ana remopianisy (aBokaHaneHui): Fr 11; Hemodialysis Catheter Set (double-channel): Ila
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Fr 12; Fr 14 Frll;Fr12;Fr 14
201. Habip nns TOPaKOLEHTE3Y/anapoLEHTEsY Laparocentesis / Thoracentesis Sets (simple, Ila
(npocTHii, posLHpeHHii) expanded)
202. | HaBip Tpy6ok ans apTpockoniuHoi nomMmny Arthroscopy Pump Tubing Sets ITa
203. | HaGip nomosxysauis a1s apTpockoniunoi nommnu Arthroscopy Pump Extension Tubing Sets ITa
204, | CHcTemMa ans ynbTpassykosoro acnipatopa Pump Extension Line (with dropper) Ila
(MaricTpans - noaoBkyBay ans nommnu)
205. | Cucrema I0CTaBKM CTeHTa diniapHoro Biliary Stent Delivery System [Ta
206. | InTpomstocep KnanaHHmii Valve Introducer Ila
207. | InTpombtocep TpaHcpamianbHHuii Transradial Introducer ITa
208. | BeHoekcTpakTop TopciiiHuii Vein Stripper (Torsion) ITa
209. | BeHoekcTpakTop «pixcyumii crakan» Konstantinov's Vein Stripper (Clipping Cup) Ila
210. | Benoekcrpakrop iHBepcilimii Vein Stripper (Inversion) Ila
211. | BeHoekcTtpakTop onHopasoBsHii Disposable Vein Stripper ITa
212 Tpocuk ana BeHoeKcTpakTOpiB (20BXKMHA Guide forVein Stripper (L 1000 mm) Ila
1000 mm (Mm)
213. | “Koperkuit mpoinuuk st ogHopaszoBoro Wire Guide for Disposable Vein Stripper ITa
BEHOEKCTpakTopa (oBxkuHa 1000 mm (Mm)) (L 1000 mm)
214. | TlpoBinnuk nis KaTeTepis 3 rHyukuM KiHuem Fr 3 | Guide with Flexible End: Fr3 Ila
215. | Hanpasnuk n0 karerepa Iewuepa: Fr 6; Fr 9 Guide for Pezzer Catheter: Fr 6; Fr 9 Ila
216. | TIPMCTpiit s akTHBHOrO NpenyBaHHs paH Device for Active Wound Drainage (one-pipe, Ila
(onHoTpyGHUIA, IBOTPYGHMIT) two-pipe)
IMany ana Gioncii wiipw (308. miamerp 2,0 mm Biopsy Punch ( outer diameter 2.0 mm: I[la
217. | (mm); 3,0 mm (Mm); 4,0 mm (MM); 5,0 mm (mm); 3.0 mm; 4.0 mm; 5.0 mm; 6.0 mm: 8.0 mm.
6,0 mm (Mm); 8,0 mm (Mm))
218. | 3axBar — wunui espockoniuni Endoscopic Forceps Ila
219. | 3axsar - kop3uuka JlopMia eHgockoniuna Endoscopic Dormia Basket Ila
220. | 3axBaT — KOP3UHKA €HIOCKOMiYHa Endoscopic Basket ITa
201 Karerep mns EPXIIT (ennockomiunof Catheter for ERCP (endoscopic retrograde Ila
PETPOrpafHOl XonaHrionankpeatorpadii) cholangiopancreatography)
222, | BHyTpiHboMaTKoBHMI acnipaTop (kaHios Intrauterine Aspirator (Karman Cannula): Ila
Kapmana): Fr 12; Fr 15; Fr 18; Fr 21; Fr 24 Fr12; Fr15; Fr18; Fr21; Fr 24
223. | Mpuctpiii aa acnipauii ennomerpito (IMaiinens) | Endometrium Aspiration Device Ila
224, | TIPMCTPiii s kopekwii MixypoBo-ceuousinnoro | Devicefor Correction of Vesicoureteral Ila
peduokey Ta HeTpumanus ceui Fr 5/G21° Refluxand Urinary Incontinence Fr 5/G21
225. | Jlanuer ana porauiiinoro NpHK-TECTY Lancet for Skin Prick-Test ITa
206, | PaHKa-eMHicTh Ju1s nogaui xapyosux cymiweii (3 | Container for Enteral Feeding (with roller flow Ila
KparneJib HIM/pOJIMKOBHM J103aTOpPOM) control / with dropping dispenser)
baHka-emHicTh 115 nomaui xapuosux cymiwedi (3 | Container for Enteral Feeding with Dropping Ila
227. | KPaneibHUM/POIMKOBMM 103aTOPOM Ta - Dispenser and Manometer for Intra-abdominal
MaHOMETPOM /U1 KOHTPOJIEO Pressure Monitoring
BHYTPILIHLOKHLIIKOBOTO THCKY)
228. | baHka-3B0M105KyBa4 KHCHIO GY1b6alIKOBOrO iy | Oxygen Bubble Humidifier Bottle Il'a
229, | Acnipauilinuii HaKOHEUHNK 115 NaBaKa YepeBHOT Aspiration Tip for Abdominal Lavage (with and Ila
MOPOXHKIHH (3 MOJOBKYBa4eM Ta Ge3) without extension tube)
250, | Katerep ana BenosHoro wynra (Kauions ans Venous Shunting Catheter (Blood Vessels Ila
MPOMHBAHHA CYJIHH) Cannula)
231, | 3oHa cTpaBoxinuuit Ty «bnekmop» (3 Blackmore Esophageal Tube (with aspiration ITa
AOAATKOBMM KaHANIOM Juts acripauii) Fr 20 port) Fr20
232, Cucrema aGnominansHOT nonaui/BuBeneHHs A Drug Delivery/ Removal System for Ila
Ximionpenaparis (3 nepopauieio Pi3HUX THMiB) Chemotherapy (with different types of execution)
239 | Katerep Henorona (wo ¢ikcyerses) Fr 6; Fr7; Nelaton Catheter Self-Fixing Fr 6; Fr 7; Fr 8; ITa
Fr8;Fr9; Fr10 Fr9; Fr 10
234, [pucTpiit ans posnunenns nikapebkux 3aco6is Pressurized Intraperitoneal Aerosol ITa
Chemotherapy
235. | et ans noninektomii (ans Polypectomy Loop (for High-Frequency IIb
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eeKTPOXipypriuHuX BHCOKOYACTOTHHMX
anapatis EXBY tuny «Hanis»)

electrosurgical devices “Nadiya™)

Enexrpoxipypriunuii nix(ans Electrosurgical Knife (for High-Frequency IIb
236. | enexTpOXipypriuHux BUCOKOYACTOTHUX electrosurgical devices “Nadiya™)

anapatis EXBY tuny «Haais»)

Koarynauiiinuii enekTpo/ — KyJibka (1 Coagulation Electrode Ball (for High- IIb
237. | enekTpoxipypriuHux BACOKOHACTOTHHX Frequency electrosurgical devices “Nadiya”)

anapatis EXBY tuny «Hanisi»)

TlanisoToM ABOMPOCBITHHE (s Double Lumen Sphincterotomy (for High- IIb
238. | enekTpoXipypriuyHuX BUCOKOYACTOTHHX Frequency electrosurgical devices “Nadiya”)

anapatis EXBY tuny «Hanis»)

etns ana noninekromii (s Polypectomy Loop (for High-Frequency II'b
239. | enekTpoXipypriuHuX BUCOKOYACTOTHHUX electrosurgical devices “Nadiya™)

anapatis EXBY tuny «Hanis»)
240. | KommnuiekT Ans enifypanbHoi aHecTesii Epidural Anesthesia Set 111

Habip aJist BCTAHOBJIEHHS LEGHTPAJILHOTO Central Venous Catheter Insertion Set (one-, I
241, BEHO3HOTO KaTeTepa (0JHOKaHaNbHHIA, two-, three-channeled): Fr 5; Fr 6; Fr 7;Fr8;

JIBOKaHANbHUIA, proxxauanbunﬁ): Fr 5; Fr6; Fr9

Fr7;Fr8,Fr9 -
242. | Habip nns BeranoneHHs KAWA - thinbTpa Cava Filter Insertion Set 111
243. | HaGip ans upanens KAWA - dinbrpa Cava Filter Removal Set 111
244. | CucTema BCTAHOBIEHHS OKKIIIONIEpA Occluder Delivery System I
-5 [onka cnuuansha: G 25; G 24; G 23; G 225 Spinal Needle: G 25; G 24:G 23;G22; G2l 111

TT1G21;G 18 G 18

246, Tonka Tyoxi (ansa BCTAHOBJICHHS Tuohy Needle for Epidural Catheter Insertion: I

eninypansHoro karetepa): G 18, G 17 G18,G 17
247. | Tonka nyHkuii cepusa G 18 Pericardium Puncture Needle: G 18 11
248. | lonka ans aexepnauii G 21 Cannula for RadioFrequency Denervation G 21 11
2%, Katerep enifypanbhuii: (aiaverp 0,85 mm Epidural Catheter: diameter 111

(Mm) / Fr 2,6) 0,85 mm/ Fr 2,6
250. Karerep anst anriorpadii: Fr 4; Fr5; Fr6; Fr7; | Angiography Catheter: Fr 4; Fr 5; Fr6; Fr 7, 111

Fr8; Fr9 Fr8;Fr9
251. | KommuekT ans kopoxaporpadii Angiography Set 111
252. | Mposinnuk anriorpadiuHuit Angiographic Conductor 11
253. | Awnriorpadiuna romka G 18; G 21 Angiography Needle G 18; G 21 111
554, 30BHILLIHS BEHTPHKYJIAPHA ApeHaXcHa cucTemMa External Ventricular Drain System(with a 111

(oHOKaHAIbHA, IBOKAHAIbHA)

clamping cannula, with a trocar, two-channel)

TMpumiTka: G - po3Mip rojiok 3a WKaJIoko [eiimxa; F a6o Fr - poamip tpyGok 3a wkanoio Gpenta;

()

Alny 'L ’
\_--_“-A..;::’/

— nosicHeHH 10 BUPoBY abo moaudikalis BUpoOy
Note: G is the gauge needle size, F or Fr is the French tube size.

Natalia STEPANKIVSKA

iy y
o i KON g 4

Jlopatok | mificuuii npu nassrocti Ceprudikary pianosianocti Ne R3M 804 241 Bl
Annex 2 is valid with Certificate of Conformily Ne R3M 804 241 B1

(...) — product explanation or product modification
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