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bepnepalbHas cny>xb6a No HaA3opy B chepe 3A4paBOOXpaHeHUs

(POC3OPABHAL3OP)

MNMPNITOXEHWE

K PETMNCTPAUVMOHHOMY YAOCTOBEPEHWNIO

HA MEAVNLUWMHCKOE U3AENUNE

OT 03 utoHsA 2024 roga Ne & C3 2009/05244

Nnet 1

Ha meauuuHcKoe nsgenve
CucTe\la Ansa MHGY3NKM, 418 0AHOKPATHOr0 NPUMEHEHWS, BapuaHTbl UCMONHEHNS:

1 Cuctema gns uHgysnm Mutpagukchpainmnaind (Intrafix“ Primeline). BapuaHTbl
NCMNONTHEHWS:

1.1. Cuctema gns MHQPY3um MHTpatmke® Mpainmnaiin (Intrafix® Primeline), 180 cm, Neutrapur
(6e3 MBX), Y®-3awinta, B CObpaHHOM BUAE; BEHTUNNPYEMbIA NPOKaNbIBaKOLWMIA HAKOHEYHUK C
BO34YLUHbIM (PUILTPOM U KPbILLKOR, KanesibHas Kamepa ¢ punbTpom 15 MKM, nuHuA n3 NyP,
POJINKOBbIV 3aKUM, KOHHEKTOP nauueHTa Tun CnuH JIoK ¢ konnavykom PrimeStop (karT.
0086774R), ons 04HOKPATHOro nNpumeHeHus, No 100 WT./yn.. C UHCTPYKLMEN MO NPUMEHEHNIO
(1 wr).

1.2. Cuctema ana nHgysum VHTpaduke® Mparimnaiid (Intrafix™ Primeline), 180 cm. Neutrapur
(6e3 MBX), B cObpaHHOM Bufe; BEHTUIMPYEMbI MPOKabIBatOLWMIA HAKOHEYHUK C BO3AYLLUHbIM
(hMNIBTPOM W KPBILLKOW, Kare/nbHas kamepa ¢ (hunbTpom 15 MKM. nuHuS 13 MYP, po/iMKoBbIi
32KMM, KOHHeKTOp nauuneHTa Tun J1roap J1ok ¢ Konnaykom (KaT. 4062191), ans ogHOKPATHOroO
npuMeHeHns, no 100 wWT./yn. ¢ MHCTPYKUMe no npumeHeHnto (1 wr.).

1.3. Cuctema ana uHpysumn utpagukc" MpainmnaiiH (Intrafix® Primeline), 150 cm, B
cOb6paHHOM BUAE: BEHTUMPYEMbIV NPOKasbiBalOLWNA HAKOHEYHUK C BO3AYLUHbIM (PUABTPOM 1
KPbILIKOW, KanesnbHasa Kamepa ¢ puabTpom 15 MKM, nnHusA 13 NBX, poNnKOBbIA 3aXXUM,
KOHHeKTOp nauueHTa Tun J1to3p J1ok ¢ konnaykom (kat. 4062957E), Ans 04HOKpPaTHOro
npumeHeHns, no 100 wT./yn. ¢ MHCTPYKUKMel no npumeHeHuto (1 wr.).

1.4. Cuctema ana uHgysmm Mutpadgukce® MparimnaitH (Intrafix® Primeline). 75 cm, Neutrapur
(6e3 MBX), ¢ Bo3BpaTHbIM KnanaHom (B.C.V.), B cobpaHHOM BUAE; BEHTUNNPYEMbIT
npoKanblBatoL Ui HAKOHEYHWK C BO3AYLUHbIM PUILTPOM U KPbILIKOW, KanenbHas Kamepa ¢
(hmnbTpoM 15 MKM, NHNUA 13 MYP, pONNKOBbLIV 3aKUM, KOHHEKTOP nauueHTa Tun J1toap J1ok ¢
BO3BPATHbLIM KnanaHoM 1 Ko/inaykom (kat. 4062877). ons O4HOKPATHOrO MPUMEHEHUSA, N0 25
WIT./yN. C UHCTPYKLMER No npumMeHeHnto.(1 wr.).

1.5. Cuctema gns uHgysun VHtpadmke® MpaimnaiiH (Intrafix® Primeline), 180 cm, ¢
BO3BpaTHbIM KnanaHom (B.C.V.), B cobpaHHOM BUfe: BEHTUANPYEMbIV MPOKa/blBatoLLNiA
HaKOHEYHWK C BO3AYLUHbIM (DMNIbTPOM U KPbMMKOW, KanenbHas Kamepa ¢ (GunbTpoM 15 MKM,
NnHKUA 13 MBX. poNMKOBbIA 33>1UM, KOHHEKTOP nauueHTa, Tun J1to3p JI0K ¢ BO3BPaTHbLIM
KnanaHom v Konnaykom PrimeStop (kat. 4062983L), 414 0g4HOKpaTHOro npumMeHeHus, no 100
LIT./yN. C MHCTPYKUMEN no npumeHeHnto (1 wT.).

2. Cuctema ans nHpysnmn NHtpadmke® CandCer (Intrafix® SafeSe"QeMHaHTbi ncnonHeHUs;

2.1. Cuctema ans nHagysumnm MuTpagukcCanngCet (Intrafix® SrfeS7t),x Neutrapur (6e3
MBX). Y®-3awunta. B CO6paHHOM BUae: BeHTUANPYeMbIil NpCKagbraaownin LI&OoHeYHUK ¢
BO3/lY tHHEIM-EINTSTPON N-KPBitHKOW, KanentHas-kamepa-c- rAekbpaitbsit--------------------| ns [YP,
3amecTuTeNb pykoBoauTens ®egepasibHOM CNyXobl

no Haf3opy B cthepe 34paBoOXpaHEHNS MaBnoKoB

r Y-..,.

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

M

4V



‘Y4'o

tenepay\bHasa cnyxb6a Nno Hafnsopy B chepe 3gqpaBooOXpaHeHUS

(POC3PABHM3OP)

NMPNTOXEHWE

KPETMCTPALULNOHHOMY YOOCTOBEPEHWIO
HA MEAVNUMNHCKOE U3SAEJIVE

OT 03 nioHs 2024 roga Ne @®C3 2009/05244
Nnet 2

POJINKOBbLIN 32XKMM 1 KOHHEKTOP navumeHTa Tvn J1to3p Jlok ¢ konnavykom PrimeStop (kar.
4063131), ana oAHOKPATHOro npumeHeHus, no 100 WT./yn. ¢ UHCTPYKLUKUERn no npumeHeHuto (1
LT.).
2.2. Cuctema ana uHgysnm WHtpadukc"” CandpCet (Intrafix" SafeSet), 75 cm, Neutrapur (6e3
MBX). ¢ Bo3BpaTHbIM KnanaHoM (B.C.V.), B cObpaHHOM BUAe: BEHTUNNPYEMbIN
MPOKa/ibIBAKOLNIA HAKOHEYHWNK C BO3AYLLHbLIM ()MIbTPOM M KPbILLIKOW, KanenbHas Kamepa C
mMembpaHoi AirStop, nnHMa n3 MYP, poNnKOBbLIA 3aKUM, KOHHEKTOP nauueHTa T1n J1to3p J1ok
C BO3BpaTHbIM K/lanaHoMm 1 Konnadkom PrimeStop (kat. 4062878), And 04HOKPATHOro
NPUMeHeHns, No 25 WT./yn. ¢ MHCTPYKUMed no npumeHeHuo (1 wr.).
2.3. Cuctema gnsa nHgpysum NHtpapukc" CangCet (Intrafix™ SafeSet). 180 cM. ¢ BO3BpaTHbIM
knanaHom (B.C.V.), B cobpaHHOM BUfe: BEHTUIMPYEMbIA NPOKabIBaOLUIA HAKOHEYHNK C
BO3AYLUHbLL (OUIbTPOM U KPbILLIKOM, KanenbHast Kamepa ¢ memb6paHoi AirStop. nuHus ns NBX.
POJIMKOBBIN 3KMM, KOHHEKTOP nauueHTa Tun J1o3p JI0K ¢ BO3BPaTHbIM K/1anaHoM u
Kosinaykom PrimeStop (kat. 4063001), AN O4HOKpATHOro npumeHeHus, no 100 wr./yn. ¢
NHCTPYKLWMER No NpUMeHeHMIO (1 wT.).
2.4. Cuctema gnsa uHgysum Nutpadmke CangCet (Intrafix™ SafeSet), 180 cm. B cobpaHHOM
BUE: BEHTUANPYEMbIV MPOKa/bIBatOLLMIA HAKOHEYHUK C BO3AYLUHLIM (DUIbTPOM U KPbILLKOW,
(hMNLTPOM W KPBILLKOW, KanesfbHas Kamepa ¢ MembpaHoii AirStop, nuHus u3 NMBX. ponvnkoBsblii
38KMM, KOHHeKTOp nauueHTa TN J1to3p J1ok ¢ konnaykom PrimeStop (kat. 4063000), ana
OAHOKpaTHOro npumeHeHus, no 100 wT./yn. ¢ UHCTPYKLUMel No npuMeHeHunto (1 wrt.).
2.5. Cuctema ana nHaysmum Nutpadunke' CanCet (Intrafix® SafeSet), 180 cm, Neutrapur (6e3
MBX). B cO6paHHOM BUAE: BEHTUINPYEMbIA NPOKabIBAKOLLMIA HAKOHEYHUK C BO3AYLLUHbLIM
(hMNLTPOM M KPbILLKOW, KanenbHas Kamepa ¢ memb6paHoi AirStop, nuHusa u3 MYP, ponnKoBbIi
3@KMM, KOHHEKTOp naumeHTa Tvn J1to3p J1ok ¢ konnadykom PrimeStop (kat. 4063002), ans
OfHOKpaTHOro npvmMeHeHus, no 100 wT./yn. ¢ UHCTPYKUMel no npumeHeHuto (1 wr.).
2.6. Cuctema ansa nHpysmm HTpagukc™ CandCet (Intrafix'- SafeSet). 230 cM, B cobpaHHOM
|Ella- BUAE: BEHTUNNPYEMbIA NPOKasbIBaOWMIA HAKOHEYHMK C BO3AYLUHbIM (DUIbTPOM U KPbILLKOWR,
KanenbHas Kkamepa c membpaHoi AirStop, nmHus u3 MNMBX, po/IMKOBbIN 3aXKUM, KOHHEKTOP
naymeHTta Tun J1toap J1ok ¢ konnaykom PrimeStop (kat. 4063003). 4nd 04HOKPATHOro
npuMeHeHuns, no 100 wt./yn. ¢ UHCTPYKUMEN N0 NpUMeHeHuto (1 wr.).
2.7. Cuctema ans uHpysmm Nutpadukc” CangCet (Intrafix" SafeSet). 210 cm, ¢
NHBEKLMOHHBLIM NOPTOM Ans 6e3bironsHoro goctyna (Safeflow). B cobpaHHOM Bufe:
BEHTUIMPYEMbI NPOKa/bIBAOLWMNIA HAKOHEYHWK C BO3AYLUHbXM (hr) LI AWM KPbILLKOMA,

na:

X! KaresibHasa kamepa c MembpaHoii AirStop, mHua n3 NMBX"-potnkoBbin 3aXKIiM, MHBEKLNOHHBbI
NopT C KOHHEKTOPOM A5 6e3bIroibHOro goctyna (Safetl<™"W™ KpHHEKTPpPH TMn Jlioap
JloK ¢ konnaykom PrimeStop (kat. 4063004), ans ogHok">as oro>I (PN 100 wr./yn.
3amecTuTeNb pyKoBoauTenss degepasibHON CNyXobl ™ |
MHag3opy B chepe 35paBooxXpaHeHns NaBnoKoB
0140573
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KPEMMCTPALMOHHOMY YAOCTOBEPEHMUIO
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Nnet 3

C MHCTPYKLMe No NpuMeHeHuto (1 LwiT.).

2.8. Cuctema ans nHQysumn MNHtpagmke-"' CanCert (Intrafix mSafeSet). J80 cm. ¢
WHBLEKLMOHHBLIM MOPTOM N8 UIbl, B COOPAHHOM BUAE; BEHTUINPYEMbIV MPOKasiblBaKOLLUIA
HaKOHEYHMK C BO3AYLUHbIM (PUILTPOM M KPbILLKOW, KanesbHas kamepa ¢ MemopaHoin AirStop,

nHUA 13 MNMBX, poIMKOBbIN 32KUM, UHBEKLMOHHBIA MOPT 415 LOCTYNa C NOMOLLbIO Wb, T
KOHHEKTOp naumeHTa TMN J1to3p J1ok ¢ Kosnaykom PrimeStop (kat. 4063005), ans
OLHOKpaTHOro npuvmMeHeHuns, no 100 wT./yn. ¢ MHCTPYKUMel No npumeHeHunto (1 wr.).
2.9. Cuctema ans nHgysum MHtpadmke™ CandCet (Intrafix' SafeSet). 220 cMm, ¢ Tpexxoa0BbIM
" KpaHUKOM, B COGpaHHOM Bufe: BEHTUANPYEMbIV MPOKa/bIBAOLWMA HAKOHEYHUK C BO3AYLLUHbbM 05-

* (hMNLTPOM W KPbILLKOI, KanenbHas Kamepa ¢ MeMmbpaHoit AirStop. nnHus n3 NBX, ponnKoBbIi
32KNM, TPEXXOLO0BbIN KpaHUK, KOHHEKTOP nauueHTa TMn J1to3p J1oK ¢ Konnavykom PrimeStop
(kaT. 4063006), ANa O4HOKpPATHOro NpMmMeHeHus, no 100 WT./yn. ¢ UHCTPYKLUWMENA Mo
npumeHeHuto (1 wr.).
Y 3. Cuctema ans uHQy3um NHtpadmke ' Mpainmnait (Intraflx* Primeline), Tun Flush,
BCroMoraresibHasi, BapuaHTbl UCMOTHEHNS:
3.1. Cuctema gns nHgysum Nutpaduke” Mparimnaitd (Intrafix® Primeline). Tun Flush,
BcriomoraresibHas. 35 cM, B CO6paHHOM BUAE: BEHTUIMPYEMbIA NPOKA/bIBAOLLNA HAKOHEYHNK
C BO3AYLUHbIM (PUILTPOM U KPbILLIKOM, KanenbHas Kamepa ¢ gunbTpoM 15 MKM. nnHus 3 NMBX
co LLenykoBbIM 32)KMMOM, KOHHEKTOP nauueHTa Tin J1to3p J1ok ¢ konnaykom (kat. 4110001).
A9 O4HOKPATHOro npumMeHeHuns, no 100 wt./yn. ¢ MHCTPYKUMe No npuMeHeHunto (1 wrT.).
3.2. Cuctema ans nHQy3mm NHTpadumke® Mparimnaind (Intrafix® Primeline), Tun Flush,
BcnomorarenbHas, 35 cm, Neutrapur (6e3 MBX), B cobpaHHOM BUAE: BEHTUANPYEMbIV
MPOoKa/blBaKLWMin HAKOHEYHUK C BO3AYLUHBIM (DUILTPOM M KPbMMKOKW, KanesibHas Kamepa C
(nnbTPOM 15 MKM. NMHUS 13 TTYP CO WeNYKOBbIM 3a)KMMOM, KOHHEKTOP navuueHTa Tun J1roap
ok ¢ konnaykom (kat. 4110002), a1 OGHOKPATHOrO npuMeHeHus, no 100 wr./yn. ¢
WHCTPYKLUWMEN NO NpUMeHeHnto (1 wwiT.).
4. Cuctema ans nHpy3mm MHtpaguke® CandCet (Intrafix® SafeSet), Tmn Flush, BapmaHTbl
NCNONTHEHWS;
4.1. Cuctema ansa nHdysmm NHTpagmnke® CandCet (Intrafix “ SafeSet), Tun Flush, 180 cm, ¢ If
6€e3bLL0/bHLIM NOPTOM ANa npoMbiBaHKA (Caresite) 1 Bo3BpaTHbIM KnanaHom (B.C.V.), B
cobpaHHOM BUfE; BEHTUANPYEMbIA NPOKa/bIBAKOLWMIA HAKOHEYHWUK NIMHUW A1 NPOMBIBKN C
BO3AYLUHbbM (PULTPOM Y KPbILLKOW, MMHWSA 13 MBX CO LeYKOBbIM 32)KUMOM, NOPT ANS
NPOMbIBaHMSA C KOHHEKTOPOM A/t 6e3bIronibHoro goctyna (Carg k™MAIKiiMLHas Kamepa ¢
MembpaHoi AirStop, poIMKOBLIA 3aKNM, KOHHEKTOP Nauuela Tun/J1K)ap BO3BpPaTHbIM
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KPETMCTPAUNOHHOMY YAOCTOBEPEHWIO
HA MEAVMUWNHCKOE U3AEJINE

OT 03 nioHs1 2024 roaa Ne ®C32009/05244
Jlvet 4

4.2. Cuctema ana uHgysmm MHtpaduke-' CangCet (Intrafix - SafeSet), Tun Flush, 180 cm,
Neutrapur (6e3 NMBX). ¢ 6e3bIro/IbHLIM MOPTOM A/11 NpoMbliBaHKs (Caresite) 1 BO3BpaTHLIM
KnanaHom (B.C.V.). B cobpaHHOM Bufe: BEHTUIMPYEMbIA NPOKablBatOLWMIA HAKOHEYHUK
NMHUN NS NPOMbIBKM C BO3AYLUHBIM (PUNIbTPOM U KPbILWKOR, NnHKA 13 MYP co LLenykoBbiv
32KMMOM, NOPT A4/1A NPOMbIBaHUA C KOHHEKTOPOM 15 6e3blionbHOro goctyna (Caresite),
KanenbHas Kamepa c MeM6paHoi AirStop. posIMKOBbIN 3aKMM, KOHHEKTOP nauneHTa Tun J1ioap
J1oK c BO3BpaTHbLIM KnanaHom u Koninayko.M PrimeStop (kat. 4110020). ans 04HOKpPATHOro
npUMeHeHUs, No 25 WT./yn. ¢ UHCTPYKUMER No npuMeHeHuUto (1 wT.).

4.5. Cuctema ans nHdysmm MHtpadmke™ CangCet (Intrafix® SafeSet), Tun Flush, 180 cm. ¢
6e3bIro/ibHbIM NOPTOM A/14 NpoMbIBaHusA (Caresite), B COOpaHHOM BUfe: BEHTUIUPYEMbIN
NPOKanbIBatoLMA HAKOHEYHWK IMHUW 415 NPOMbIBKM C BO3AYLLUHbIM (PUIbTPOM U KPbILLKOA,
nnHUA n3 NMBX co LWLenykoBbIM 32XKMMOM, NOPT A/19 NPOMbIBaHUSA C KOHHEKTOPOM AN
6e3bTONbHOrO goctyna (Caresite). KanenbHas kamepa ¢ memopaHoi AirStop, ponnKoBbIi
32KNM, KOHHeKTOp nauueHTta Tin J11o3p Jlok ¢ konnadykom PrimeStop (kat. 4110000), gns
OJHOKPATHOro NPUMeHeHNs, no 25 WT./yn. ¢ UHCTPYKLMeRn No npumMeHeHno (1 wr.).

5. Cuctema ans nHdysum Mintpanyp MHnaitH (Intrapurlnline), Tun Neutrapur. BapuaHTbl
NCMOJSTHEHUS:

5.1. Cuctema ans nHgysmm NHtpanyp MHnaiii (Intrapur- Inline), Tn Neutrapur (6e3 MBX),
150 cM. B cCO6paHHOM Buze: BEHTUAMPYEMbI MPOKa/bIBatOLWMA HAKOHEYHUK C BO3AYLLHbIM
(hMNbTPOM M KPBbILLKOI, KanenbHast Kamepa ¢ punbTpom 15 MKm. nuHusa ns NyP,
WH(Y3NOHHbBIA unbTp 0,2 MKM C HU3KOW CTEMNEHbIO CBA3bIBAHWNA Gefika, PO/IMKOBLINA 3aKUM,
KOHHeKTOp nauuneHTa Tvn J1to3p J1ok ¢ konnaykom (kat. 4099842N), ans ofAHOKpPaTHOro
npuMeHeHuns, No 20 WT./yn. ¢ UHCTPYKLUMel No npuMeHeHuto (1 wr.).

MecTo npon3BoACTBaA:

1 B. Braun Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany.

2. B. Braun Vietnam Co.. Ltd.. Thanh Oai Industrial Complex, Bich Hoa Commune. Thanh Qai
District. 156800 Hanoi, Vietnam.

3. B. Braun Medical Kft. Production Division, Deli-Kiilhatar ut 2-4, 3200 Gyongyos, Hungary.
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