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JonaTrkosi BimomocTi

Jlexnapanig npo BiAnoBiaHicTh
NeUA.MD.224-19/1 Bix 19.04.2024 pory
(Bepcia 05)

"Anhui Hongyu Wuzhou Medical Manufacturer Co., Ltd"
("Enrxoit Xonrso Byxoy Menikan Menw dexaypep Ko., JITa")
Tel: + 86 556 5129666

Fax: +86 556 4249999

e-mail:info@hongyu-wuzhou.com

No.2, Guanyin Road, Economy Development Zone, Taihu, Anqing City, Anhui
Province, China

(Ne 2, I'yanin Poyn, EkoHoMi JleBenonmeHT 30yH, Taiixy, AHuiH CiTi, AHBX01 IIpoBiHC,
Kirrait)

ToBapHCTBO 3 00MeskeHOI0 BiTmoBigaasHicTIO "AJIEKCPAPM",

Kof 3a EJIPIIOY 37135507,

B ocobi mupekTopa Poxkka Onekcanapa AHATOMIIIOBIYA,

Ten. +38 (044) 451-77-24, +38 (045) 955-40-00, e-mail:office@alexpharml.com.ua

Byl Kiriecekmii [1nax, 11, M. Bopucenine, KiuiBeska 0011, Ykpaina, 08303

CucreMHu 151 BJIHBAaHHS/TlepeJIHBAHHA iHQY3IHUX PO3YHHIB, KPOBi Ta
kpoBo3aMinHuKkiB "ALEXPHARM"
(3riTHO TOAATKY A0 mi€l JeKIapanii 23 MyHKTH MepeiKy)

BuMoraM TeXHIYHOTO periaMeHTY IoI0 MEIIIHIIX BIpoOiB, 3aTBepmkeHoro IToctanoBoro KabiHeTy
MiHicTpiB Ykpaiam Ne753 Big 02 xoBTHSI 2013 poky

TIpoBe/IeHa 3TiaHO 3 JofaTtkoM 3 "TIopsIoK IpoBeeHHS IPOoIleaypH 3abe3nedeHHs (yHKITIOHYBaHHSI
KOMIUIEKCHOI CHCTeMII YIIPaBIIiHHA AKicTIO" KpiM IyHKTIB 8-11 "IlepeBipKa IpoeKTy MEIITIHOTO
BHpo0Y", 3aTBepmkeHoro ITocTaHoBOIO KabiHeTy MiHicTpiB Vkpainm Ne753 Bix 02 :xoBTHS 2013

PoKYy

IIa
(3rigHO MofaTky 2 TeXHIYHOro periaMeHTy IIOoJ0 MeMIYHIIX BIPOoOIB, 3aTBepAKEHOTO
ITocTtanoBoro KabineTy miHicTpiB Vipainn Ne753 Big 02 xoBTHS 2013 poky)

1 TexHiYHA JOKYMEHTAIliA MEITIHILI BHpiO 30epiracThcd 3a agpecoro;

ByIL KuiBepkmt I1Inax, 11, M. Boprcmins, Kiiecbka 0611., 08303, Vkpaina,
ToBapucTBO 3 00MeXKeHO BimoBigadbpHicTI0 "TAJIEKCOAPM",

Ten. +38 (044) 451-77-24, +38 (045) 955-40-00, e-mail:office@alexpharml.com.ua

2 Ceprudikar pigmosigaocTti NeUA.MD.224-19 pegakmnis 02, 3apeecTpoBaHHii y peectpi "19"
KBiTH 2024 poky, milicHmii go "18" kBiTHA 2029 poky, BuaaHimi OpraHoM 3 OIIIHKH
BigmoBigHOoCcTi TOB "VKPMEJICEPT" npm3HaueHmii MiHeKOHOMIKHI YKpaiHIl, 32 iJeHTH(IKAITiTHIIM
HoMmepoMm UA.TR.099, anpeca: Byn. JIparomaHoBa, OyaiHOK 1-A, odic 2, M. Kirie, 02059, VkpaiHa,
Tel.: +38-067-595-02-30, https://ukrmedcert.org.ua Ha miacrapi Pimerns OOB TOB
"VKPMEJICEPT" Ne001/MD-24.01.10/02 Big 19.04.2024

JleKmaparriro cKIaJeHo IIi ILUTKOBHTY BiIIIOBIIaIbHICTE BUPOOHIIKA.

JlaTa HaJaHHS JeKiIaparlii mpo BigmoBinHicTs (3rigHo 3 JICTY ISO/IEC 17050-1:2006): 19.04.2024 poky.

Miclie HaJaHHA JeKIapallii mpo BiamoBiaHicTh (3rigHo 3 JJCTY ISO/IEC 17050-1:2006): Bya. Kniecbknii ITlnax, 11,
M. bopucnias, Kaiscska 00:1., 08303, Vkpaina.

Tepmin gil mexnapanii: mo 18.04.2029 poky.

:-:: J&EHT»Q}.’FauJ&}W ..:r"
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TIOJATOK

1o Jlekapanii npo BiTmoBiTHicTH
NeUA.MD.224-19/1 Bix 19.04.2024 poky

(Bepcia 05)

Ha3Ba aHITiliCbKOI0 MOBOIO

Ha3pa yKpaiHCBKO0 MOBOIO

Disposable infusion set Luer Slip, with
plastic spike "TALEXPHARM"

CucTemMa 1718 BIIIBaHHSA 1HQY31iHIX po3unHiB "ALEXPHARM",
omHopasosa Luer Slip, 3 TTACTIKOBIM IITIIIOM

metal spike "ALEXPHARM", latex free
injection knote and additional injection port

2 | Disposable infusion set Luer Slip, with metal |Cuctema qus BBasHg iHQY3iitHIX po3unHiB "ALEXPHARM",
spike "ALEXPHARM" ogHOpazoBa Luer Slip, 3 MeTaIeBIM IIIIIOM

3 |Disposable infusion set Luer Lock, with CucTemMa IS BIIIBAHHA IHQY3IIHIX po3unHiB "ALEXPHARM",
plastic spike "TALEXPHARM" omgHopazopa Luer Lock, 3 ITac THKOBIIM IIHIIOM

4 | Disposable infusion set Luer Lock, with CucTemMa 119 BIIIBAHHS iHQY31HIX po3unHiB "ALEXPHARM",
metal spike "ALEXPHARM" oxgHopazopa Luer Lock, 3 MeTaneBIIM IIHIIoM

5 Bispsiie smnshistan. s/ neeBlipsniii CHCTeM_a ,1‘:5.119 nepemma}ms: KpOBI, KpOBOBaMi.HH]?]{iB Ta iHQY3IHIX
plastic spike "ALEXPHARM" pozunHie "ALEXPHARM", ogHopazoea Luer Slip, 3 IDTacTHKOBIM

IITHIIOM

6 |Disposable transfusion set Luer Slip, with CucTemMa IJd TIepeINBaHHA KPOBi, KPOBO3aMIHHIKIB Ta iH(Y3IIHIX
metal spike "TALEXPHARM" pozunHiB "ALEXPHARM", ogHopazora Luer Slip, 3 MeTaleBHM IINIIOM

7 T T — CHCTeM_a ,HJ]SI nepemma}ms‘af KpOBI, KpOBOBaMiI.HH]H(iB Ta iHQY3IMHIX
plastic spike "ALEXPHARM" pozunHiB "ALEXPHARM", omgHopasoea Luer Lock, 3 IIacTIKOBIIM

TITHIIOM

8 Disposable transfusion set Luer Lock. with CHCTeM_a ,1‘:5.1151 nepemma}nﬁ‘ll KpOBI, Kp0303aMi@miB Ta iHQY3ITHIX

metal spike "ALEXPHARM" pozunHie "ALEXPHARM", ogHopa3zoea Luer Lock, 3 MeTaneBnM
IITHIIOM

9 |Disposable infusion set Luer Slip, drum type |CucTeMa g BIIIBaHHS IH(QY3IITHIIX po3dIHIB oHOpa3oBa Luer Slip,
with plastic spike "TALEXPHARM" OapabaHHOTO THITY 3 IIIaCTHKOBHM ImmmoM "ALEXPHARM"

10 |Disposable infusion set Luer Slip, drum type |CucTeMa a4 BIIIBaHHS iH(Y3IMHIX po3dHHIB ogHopaszoBa Luer Slip,
with metal spike "ALEXPHARM" OapabaHHOrO THITY 3 MeTaneBnM mmmoM "ALEXPHARM"

11 |Disposable infusion set Luer Slip, with : i ; i

3 : 5 CrcTeMa /114 BIIBAaHHA iHOY3IIHIX po3uHiB oqHopa3osa Luer Slip, i3
complicated metal spike (needle in needle) A W T RN TR (ojin 5 ToiiE) "ALEXPHARM"
"ALEXPHARM"

12 |Disposable transfusion set Luer Slip, with CucTema IJd IepeINBaHHA KPOBi, KPOBO3aMIHHIKIB Ta iH(Y3IIHIX
complicated metal spike (needle in needle) po3unHiB Luer Slip, i3 cKIagHIIM MeTaIeBHM IIIIIOM (TOJIKa B TOJIIL)
"ALEXPHARM" "ALEXPHARM"

13 |Disposable infusion set Luer Slip, with two | CucTeMa 1714 BIIIBaHHS iH(Y3IMHIIX po3dNHIB ogHOopaszosa Luer Slip, i3
by plastic spikes "ALEXPHARM" JIBOMA IUTacTHKOBIIMI Immami "ALEXPHARM"

14 |Disposable infusion set Luer Slip, with CucTemMa I BIIIBAHHA iHQY31iHIX po3unHiB "ALEXPHARM",
plastic spike "ALEXPHARM", latex free ogHopasoBa Luer Slip, 3 IIacTHKOBIIM IIIIIIOM, 3 Oe3IaTeKCHIIM
injection knote and additional injection port |iH’€KITIITHIIM By3JI0M Ta JOJATKOBIIM iH’ €KIIIITHIM ITOPTOM

15 |Disposable infusion set Luer Slip, with metal | CucTema ng BImBaHHS iHQY3iiHIX po3unHiB "ALEXPHARM",
spike "ALEXPHARM", latex free injection |omHopa3ora Luer Slip, 3 MeTaleBIM IIIIIoM, 3 Ge3/1aTEKCHIIM
knote and additional injection port IH’ €KITIITHIIM BY3JIOM Ta JOJATKOBIM iH’ €KITIITHIIM IIOPTOM

16 |Disposable infusion set Luer Lock, with CucTemMa IS BIIIBAHHS iHQY31IHIX po3unHiB "ALEXPHARM",
plastic spike "TALEXPHARM", latex free oxgHopazopa Luer Lock, 3 ITac THKOBIIM IIIHIIOM, 3 Oe37IaTeKCHIIM
injection knote and additional injection port | iH’€KITIITHIIM By3JI0M Ta JTOJATKOBIIM iH’ €KIIIITHIM ITOPTOM

17 |Disposable infusion set Luer Lock, with CucTemMa I8 BIIIBaHHSA iHQY31IHIX po3unHiB "ALEXPHARM",

omopa3zosa Luer Lock, 3 MeTaneBIM InmoM, 3 6e3IaTeKCHIIM
IH’ €KIIIITHIIM BY3JIOM Ta JOJATKOBIM iH’ €KITIITHIIM IIOPTOM

Hupextop TOB "AJIEKCOAPM"
Poxxo O.A.
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plastic spike with wings "TALEXPHARM",
latex free injection knote and additional
injection port

18 |Disposable infusion set, "TALEXPHARM", CucTema I8 BIIIBaHHS iHQY31IHIX po3unHiB "ALEXPHARM",
with injection needle type "Butterfly", with | ogHOpa3oBa 3 iH’€KITIITHOO TOJIKOIO THIT «METeNNK», 3 INTAaCTIHKOBIIM
plastic spike IIIIIIOM

19 |Disposable infusion set, "TALEXPHARM", CucTemMa I BIIIBAHHA iHQY31ITHIX po3unHiB "ALEXPHARM",
with injection needle type "Butterfly", with | ogHOpa30Ba 3 iH’€KITIITHOO TOJIKOIO THII «METEeNIK», 3 MeTaJIeBIM
metal spike IIIIIIOM

20 Bisposibie anstasion, si T neeSiip will CHCTeM_a ,ﬁ.ﬂﬂ nepemmaHHs‘l' KpOBI, KpOBOBaMiI.H]ﬂ?]{iB Ta iHQY3ITHIX
metal spike "ATLEXPHARM", latex free PO34YHHIB ALEXPHARM : OIHOpa30Ba Luer Slip, 3 MeTaneBnM
iiriechinre kil anil dd bl 1eec Homiponk ;m,mm\a_xl 3 De37IaTEeKCHIM iH €KITIITHIIM BY3JIOM Ta JOJATKOBIM

1H’ eKIIITHIM TIOPTOM

21 Bl sposabile ansfiston, set T uerdodkwid CHCTeM_a ,1‘:5.119 nepemma}ms: KpOBI, KpOBOBaMi.HH]H{iB Ta iH}Y3ITHIX
metal spike "ATLEXPHARM", latex free PO34YHHIB ALEXPHARM ,,o,tu{_oupa?.o:aa Luer Lock, 3 meTaneBim
isfie chiorknptesnd Addtional e ton poc ;111311101\_1:‘ 3 Oe37IaTeKCHIM 1H €KIIITHIM BY3JIOM Ta TOJJATKOBIM

1H’ €KITIITHIM TIOPTOM

22 |Disposable transfusion set Luer Slip, with CucTemMa IJd TIepeINBaHHA KPOBi, KPOBO3aMIHHIKIB Ta iH(Y3IIHIX
plastic spike with wings "TALEXPHARM", poszunHie "ALEXPHARM", omgHopazora Luer Slip, 3 InTacTHKOBIM
latex free injection knote and additional IIIITIOM 3 KPIUIBIIAMIL, 3 Oe3/1aTeKCHIM iH €KITIITHIIM BY3JIOM Ta
injection port JTOJATKOBHM 1H’ €KIIIITHIIM TTOPTOM

23 |Disposable transfusion set Luer Lock, with | CrcTema 1ig mepennBaHHS KPOBi, KPOBO3aMIHHIKIB Ta iH(Y3IIHIIX

pozunHiB "ALEXPHARM", omgHopasoea Luer Lock, 3 IIIacTIKOBIIM
IIIIIIOM 3 KPIUIBIIAMIL, 3 Oe3/1aTeKCHIM iH €KITIITHIIM BY3JIOM Ta
TOJATKOBHM iH’ €KIITTHIIM ITOPTOM

Hupextop TOB "AJIEKCOAPM"
Poxxo O.A.
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