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OEAEPAABHASA CAYZKBA TTO HAA3OPY B CO®EPE SAPABOOXPAHEHWMS
: (POC3APABHAA3OP)

RPETHCTPALHHOHHOMY YAOCTOBEPEHHUIO
HA MEAWMLIMHCKOE USAEJIUE

ot 21 ¢peBpans 2020 roaa Ne P3H 2020/9693

Ha MemnnuncKkoe u3nenue
Untpoasiocep Prelude, B BapuanTax ucnongenus:
1. BapuanT ucnosinenuns Prelude, B cocrase:

1.1. MuTponstocep Prelude, tunopasmepsi: anamerp 4F (1.3 Mm), S5F (1.7 mm), 6F (2.0 mm),

7F (2.3 mm), 8F (2.6 Mm); mimHa 7 e, 11 oM, 23 om.
1.2. Cocyauctelit iunataTop, THIOpa3MepHI: Auametp 4F (1.3 mm), 5F (1.7 mm),
6F (2.0 mm), 7F (2.3 mm), 8F (2.6 Mm); muinna 12 cm, 16 cMm, 28 cm.
1.3. TIpoBoHHK METAIIHYECKHIA, THnopasMepsbl: guametp 0.018” (0.46 mm); 0.0217
(0.53 Mm), 0.025” (0.64 mm), wranHa: 40 cM, 45 eM, 50 oM, 80 cm; auametp 0.035”
(0.89 mm), 0.038” (0.97 mm); mmana: 50 cm, 80 CM (IpH HEOOXOAUMOCTH).
1.4. TIpoBO/IHUK NMTACTHKOBBIN, THHOPA3MEpbI: auametp 0.0217 (0.53 mm), 0.025”
(0.64 mm); mna: 45 om, 80 cM (ripu HEOOX0MMOCTH).
1.5. Mrna Merit Advance, Tunopasmepsl: 18G, 20G, 21G; wmna 2.5 em, 4 cm, 7 cm
(npy HEOOXOAMMOCTH).
1.6. irna nByxKoMoHeHTHas1, tunopasmepsr: 20G, 22G; anuna 2.5 cm, 3.2 cm
(mpu HeobXoaHMOCTH).
1.7. Ulnpun (mpu He0OX0AUMOCTH).
1.8. Cxanbnens (1pu HeoGX0AUMOCTH).
1.9. ¥YerpoiicTBo s BBeienus npoeoanka BowTie (1Ipu HEOOXOTUMOCTH),
1.10. MHCTpYKI1HS 110 TPHMEHEHHIO.
2. Bapuant ucnonuenus Prelude, B cocrase: _
2.1. Marpoasiocep Prelude, TUIIOpasMephl: Mametp 4.5F (1.5 mm), 5.5F (1.8 mm),
6.5F (2.1 mm), 7.5F (2.5 mm), 8.5F (2.8 Mm); summna 11 cm.
2.2. Cocy/IUCThIH THIATATOP, THIIOPA3MEPBI: auamertp 4.5F (1.5 mm), 5.5F (1.8 mm),
6.5F (2.1 mm), 7.5F (2.5 mm), 8.5F (2.8 Mm); nyuna 16 e,
2.3. IIpOBOAHHK METATHYCCKHI, TanopasmMepsr: quametp 0.018” (0.46 mm); 0.021”
(0.53 mm), 0.025” (0.64 mm), utna: 40 cM, 45 cm, 50 cMm, 80 cm; anamerp 0.035”
(0.89 mm), 0.038” (0.97 mm); jumna: 50 cm, 80 CM (TIpH HEOOXOAUMOCTH).
2.4. IIpoBOHUK NIACTHKOBBIIA, THIIOPa3MEPBL: AUAMETP A MM), 0.025”
(0.64 mm); ;utina: 45 cm, 80 cM (TIpH HEOOXOAMMOCTH), %,
2.5. Mrma Merit Advance, tunopasmepsr: 18G, ZOGf_{_%IG Anwia 2. czf&}?i oM, 7 cMm
~ (npu HeobxomMOCTH). IS %\‘
2.6. Mra iyxKomnonentHas, trmopasmepst: 20G, 22G; stuHa 2.5 cM, 3.2
(Ipu HeoOX0AUMOCTH). : et QA
2.7. Ulnpun (ipu HEO6XOMMOCTH).
2.8. Cxanbniens (Ipu HeobXouMOCTH).
Bpuo pykosoauteis ®egepaisHoii cayxob

110 Ha/3opy B cdepe 31paBoOXpaHEeHUS : A.B. Ilapxomenko

0063686




G)EAEPAABHAE{ CAYKDBA 11O HAA3OPY B COEPE SA,PABOOXPAHEHVEH
(POC3APABHAA3OP)

RPETHCTPALIMOHHOMY YZAOCTOBEPEHUIO
HA MEAWLIMHCROE USAENHE

ot 21 ¢epansn 2020 roaa Ne P3H 2020/9693

2.9. YerpoiicTBo juis BBe/IeHMs TpoBogauka BowTie (mpu HEOOXOAHMOCTH).

2.10. MuCcTpyKIMs MO IPUMEHEHHIO.

3. Bapuant nenonuenus Prelude PRO, B cocrage:

3.1 Mnrpomsiocep Prelude PRO, THnopasmepsr: murameTp 4F (1.3 mm), 5F (1.7 mm),
6F (2.0 mm), 7F (2.3 mm), 8F (2.6 mm); muna 11 oM.

3.2 Cocymuctslit nuaTatop, THnopasmepsl: auametp 4F (1.3 mm), 5F (1.7 MM),

6F (2.0 mm), 7F (2.3 mm), 8F (2.6 mm); junna 16 cm.

3.3. IIpoBoanuk MeTanmyeckuii, tunopasmepst: quamerp 0.018” (0. 46 Mm); 0.0217
(053 Mm), 0.025” (0.64 Mmm), auHa: 40 e, 45 M, 50 cm, 80 cu; auamerp 0.035”
(0.89 Mm), 0.038” (0.97 mm); mHa: 50 cm, 80 cM (npu HEOOXOAUMOCTH).
-3.4. [lpoBosHMK MITACTHKORBIH, THITOpa3Mephl: guametp 0.0217 (0.53 mm), 0.025”
(0.64 mm); nnuna: 45 cM, 80 cM (1pu HEOOXOAUMOCTH).

3.5. Urna Merit Advance, tunopasmepsr: 18G, 20G, 21G; mmmna 2.5 cM, 4 cM, 7 eMm
(mpH HEOOXOAMMOCTH).

3.6. Urna nByxkoMmnoHenTHas, THopasMepsl: 20G, 22G: wiuna 2.5 eM, 3.2 oM
(ipy HEOOXOAUMOCTH).

3.7. HInpun (npu HeoGX0AUMOCTH).

3.8. Ckanbnens (11pu HeOOXOAUMOCTH).

3.9. YerpoiicTBo st BBeIeHHs npoBoaunKa BowTie (TIpH HEOOXO0TAMOCTH ).

3.10. MHCTpYyKIWMS 110 IPUMEHEHHUIO.

4. Bapuant ucnionsenus Prelude Short, B cocrase:

4.1. Murpozetocep Prelude Short, Tumopasmepsr: SF (1.7 Mm), 6F (2.0 Mm), 7F (2.3 Mm),
8F (2.6 MMm); niuHa 4 cMm.

4.2. CocyucThil aunatatop, Tunopasmepsl: guametp SF (1.7 mm), 6F (2.0 mm),
7F(2.3 mm), 8F (2.6 mm); utnna 8 cM, 9 cum.

4.3. IIpoBOZHUK MeTaIUTMYeCKUH, THIIOpa3Mepbl: guameTp 0.018” (0.46 mm); 0.021”
(0.53 mm), 0.025” (0.64 mm), nmuna: 40 M, 45 cm, 50 cm, 80 cm; muamerp 0.035”
(0.89 mm), 0.038” (0.97 mm); mmuna: 50 cm, 80 eM (mpu HeobxoaUMOCTH ).

4.4. IIpoBOJIHHK NIACTHKOBBIN, THIIOpa3Mepkl: auamerp 0.0217 (0.53 MM), 0.025”
(0.64 mm); utuHa: 45 cM, 80 cM (ipu HeoOXoaUMOCTH). D e aTE

4.5. Urna Merit Advance, Tunopasmepst: 18G, 20G, ZIG,_. fiHa 2.

(1py HEOOXOMMOCTH). 5 >

(HpH HEOOXOAMMOCTH).

4.7. Ulnpun (1pn HeOOXOAUMOCTH).

4.8. Cxanbnens (Ipu HEO6X0MMOCTH).

Bpuo pykosoautens ®exepaasHoil CIyKObI
110 Ha/A30py B cdepe 3APABOOXPAHEHHUS




OEAEPAABHAS CAVIKBA T1O HAA3OPY B COEPE 3APABOOXPAHEHMSI
(POC3APABHAA3OP)

K PETUCTPALIHOHHOMY Y/10CTOBEPEHHIO
HA MEJAULIMHCROE U3AEJIUE

ot 21 deBpans 2020 roaa Ne P3H 2020/9693

4.9. YcTpoHceTBo 1715 BBEICHHS [IPOBOIHHKA Bolee (npu HeoOXOAUMOCTH).

4.10. MHCTpyKIHS MO NPUMEHEHHUIO.

5. Bapuant ucnonnenus PreludeEASE, B cocrage:

5.1. Marponstocep PreludeEASE, tnnopasmepsi: auamerp 4F (1.3 mm), 5F (1.7 MM),

6F (2.0 mm), 7F (2.3 mm); nomna 7 eM, 11 oM, 16 e, 23 oM.

5.2. CocyaucThlii Aujararop, Tunopasmepbl: auametp 4F (1.3 mm), SF (1.7 mm),

6F (2.0 mm), 7F (2.3 mm); aimnHa 12 em, 16 M, 21cm, 28 oM.

5.3. IlpoBoaHHK MeTAIMYECKHIT, THIIOpa3Mepb!: auametp 0.018” (0.46 mm); 0.021”

(0.53 mm), 0.025” (0.64 mm), amuna: 40 cm, 45 cm, 50 cm, 80 om; Juamertp 0.035”

(0.89 Mm), 0.038” (0.97 mm); jumina: 50 oM, 80 cm (mpu HeO6X0xUMOCTH).

35.4. TIpOBOAHAK MIACTHKOBBIH, THIIOpa3Mepbl: auametp 0.0217 (0.53 mm), 0.025”

- (0.64 mm); muna: 45 cM, 80 cM (Ipu HEOOXOAMMOCTH).

5.5. Mirna Merit Advance, tunopasmepsr: 18G, 20G, 21G; mmna 2.5 cM, 4 M, 7 cMm

(npu HEOOXOAMMOCTH ). )

5.6. Mrna nByxxomnonentHas, Tanopasmepst: 20G, 22G; amuHa 2.5 oM, 3.2 cm

(11p1 HEOOXOAMMOCTH).

5.7, Ulnpun (npu He0OXOMMOCTH).

5.8. Ckanpnens (Ipu HEOOXOMMOCTH).

5.9. YerpoiicTso i BBefieHHs nposoaHuka BowTie (pu HBOGXOHHMOCTH)

5.10. MHCTpYKIHMS 110 IPUMEHEHHIO.

6. Bapuant ucniosinenus Prelude [Deal, B cocrage:

6.1. Murponstocep Prelude [Deal, Tunopasmepsr: 4F (1.3 mwm), SF (1.7 mm), 6F (2.0 mm),

7F (2.3 mm); nutana 7 o, 11 oM, 16 em, 23 cm.

6.2. CocyaucTsii iusiatatop, THIopasmepsl: auametp 4F (1.3 mm), SF (1.7 mm),

6F (2.0 mm), 7F (2.3 mm); ammmna 13 oM, 17 e, 22 cM, 29 cM.

- 6.3. TIpoRoHHK MeTamTHUecKHii, tunopasMepsl: quamerp 0.018” (0.46 mm); 0.021”

(0.53 mm), 0.025% (0.64 Mm), amuna: 40 cm, 45 cM, 50 cm, 80 cm; gmamerp 0.035”

(0.89 Mm), 0.038” (0.97 mm); wmuHa: 50 cM, 80 cM (Tpu HEOBXOTHUMOCTH).

0.4. [IpoBOIHMK [IACTHKOBBIM, TUIOPA3MEpBI: AUaAMETD (2})2;1‘”'(0 "3 M) 0.025”

(0.64 mm); muna: 45 cM, 80 cM (Ipu HEOOXOAUMOCTH). : ,

6.5. Mrina Merit Advance, tTunopasmepsr: 18G, 20G, 2 (

(Tpu HEOOXOUMOCTH). o

- 6.6. Urya iByXKOMIIOHeHTHasl, TUIIopasmepsl: 20G, ZG_

(11py HEOOXOAMMOCTH). 3

6.7. Inpui (mp1 HEOOXOAHMOCTH).

6.8. Cxaibnens (pd He0OOXOAHMOCTH).

Bpuo pykosoantenn ®exepaabHoil c1yKObI

0o HaA30py B cdepe 3ApaBoOOXpPaHEHHs j ~ J.B. Ilapxomenko
V 0063688




' _ﬁ_(DEAEPAALHASI CAV)KBA 10 HAA3OPY B CCDEPE BA,PABOOXPAHEHMH '
(POCBA,PABHA,A,SOP) SR es _

, ~ PUNONKEHUE 1
‘-KPEFHCTPAHHOHHOMY Y,[IOCTOBEPEHHIO '
~ HAMEJWUWHCKOEHMBJENIME

ot 21 pespann2020rora  Ne P3H 20209693

g /s 9 Ycrpoﬁcrno Jutsl BBesieHus poBojiuka BowTie (mpu Heoﬁxopzﬂmocm)

~ 6.10. HHCprKI.II/I)I 110 [IPUMEHEHHUIO.

~ Mecro npouszgojicraa: 3 gy - -
1. Merit Medical Systems, Inc., 1600 West Merit Pa;rkway South Jordan, Uta_h 84095, USA

2. Merit Medical Irland Ltd., Parkrnore Business Park West Galway,lriand
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