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PHIEU TIEP NHAN

Ho so cong bd tiéu chuin ap dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bé: CONG TY TNHH MKMED VIET NAM

2. Pia chi: S6 87 Vuong Thtra Vi, Phuong Khuong Mai, Quan Thanh Xuan, Thanh phé Ha No1
3. S6 vin ban dé nghi cta co s¢: 01/2020/MKMED/CBLA Ngay: 25/08/2020

4. Trang thiét bj y té thudc loai A

Tén trang thiét bi y té: Bo dung cu phiu thuat ding trong y té

Chung loai/mé san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

bPia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485

5. Thong tin vé chu s hiru trang thiét bi y té :

Tén chu s¢ hiru: Sinntech Medical (Pvt.) Limited

Dia chi chu s¢ hitu: Star Center Building, Main Muhammad Pura Road, Sialkot, 51310, Pakistan
6. Thong tin vé co s¢ bao hanh:

(1) Tén co so: Cong ty TNHH Mkmed Viét Nam

bia chi: 87 Vuong ThfI?, Vi, Khuong Mai, Thanh Xuan, Ha Noi, Phuong Khuong Mai, Quan
Thanh Xuan, Thanh phé Ha Néi

Pién thoai ¢b dinh: 024.32252307  Dién thoai di dong: 0913.814.505
7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bj y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chtirng nhén dat tiéu chuan quan ly chat luong con hi€u lyc tai thoi diém ndp ho so,

4 | Gidy tiy quyén cua chu so hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liéu md ta tom tat k¥ thuat TTBYT theo mau s6 1 Phu luc 8

7 | Gidy chiing nhan hop chuan hoic Ban tiéu chuan ma chu so hitu trang thiét bi y té cong
bo 4p dung

g | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co sé du diéu
kién theo quy dinh cua phap luét vé danh gia sy phi hop cap dbi voi trang thiét bi y té
san xuat trong nudc




9 | Tai liéu huéng dan sir dung cua trang thiét bi y té
10 | Mau nhan sé& sir dung khi luu hanh tai Viét Nam cua trang thiét bi y té
11 | Giay chimg nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so d6i voi trang thiét

bi y té nhap khau hozc Phiéu tiép nhan hd so cong bd du dicu kién san xuat trang thiét
biy t€ doi véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE

TEN TRANG THIET [PON VI C?;g{ gg ;3;3 CE%NS%(;I%({J/ TEN CO SO PIA CHI CO SO
S BIY TE TINH CHUNG LOAISAN PHAM Gg?&%U HANG, qu()‘c HAl\jG, }VU{)C BAO HANH BAO HANH
y SAN XUAT CHU SO HUU
CO)
B9 dung cu phiu thuit tai sir dung ding trong y té
inntech Medical | Sinntech Medical 0 Thira Vi
1 [Céan dao md SK.0130.03; SK.0130.05; SK.0100.04; S(Pvte.;:Lim?ti; S(Pvte;Lim?is Cong ty TNHH S(I)(fjro\;zol\r/l[ii Tlflanhu’
SK.0137.07. . ’ v > | MKMED Viét Nam . A
Pakistan Pakistan Xuan, Ha No1
HF.3310.12; HF.3311.12; HF.3320.12;
‘ HF.3321.12; HF.3340.14; HF.3341.14; Sinntech Medical | Sinntech Medical Cong ty TNHH S6 87 Vuong Thura VA,
2 |Panh cam mau HF.3421.18; HF.3419.18; HF.3330.14; (Pvt.) Limited, (Pvt.) Limited, MKMED Viat Nam Khuong Mai, Thanh
HF.3331.14; HF.3410.18; HF.3411.18; Pakistan Pakistan i Xuan, Ha No6i
HF.3414.18; HF.3415.18.
NH.2110.12; NH.5008.12; NH.5009.12;
NH.2160.13; NH.5004.13; NH.5005.13;
NH.5022.13; NH.5024.13; NH.5020.11;
NH.5020.13; NH.2310.15; NH.5046.15;
NH.2310.18; NH.2310.20; NH.2502.18; Sinntech Medical | Sinntech Medical Cong ty TNHH S6 87 Vuong Thura VA,
3 |Kim kep kim NH.5094.18; NH.2502.20; NH.5094.20; (Pvt.) Limited, (Pvt.) Limited, MKMED Viét Nam Khuong Mai, Thanh
NH.5852.15; NH.5952.15; RH.3110.16; Pakistan Pakistan i Xuan, Ha Noi
RH.3112.16; NH.0334.13; NH.0630.13;
NH.0336.13; NH.0636.13; NH.0637.13;
NH.0348.15; NH.0350.15; NH.0638.15;
NH.0642.18; NH.0642.20.
TF.2100.14; TF.2100.16; TF.2100.18;
TF.2301.14; TF.2301.16; TF.2301.18;
TF.2120.14; TF.2120.16; TF.2120.18;
TF.2168.12; TF.2368.12; TF.2166.12;
N TF.2402.12; TF.2404.12; TF.2406.12; Sinntech Medical | Sinntech Medical Cong ty TNHH S6 87 Vuong Thira Vi,
4 |Nhip phau tich (Nia) TP.0207.10; TP.0207.10; TP.0105.13; (Pvt.) Limited, (Pvt.) Limited, MKMED Viat Nam Khuong Mai, Thanh
CR.4386.16; CR.4388.16; CR.4386.20; Pakistan Pakistan i Xuan, Ha Noi

CR.4388.20; CR.2270.16; CR.2272.16;

CR.2270.20; CR.2272.20; TF.0464.12;

TF.1562.12; TF.1534.12; TF.0865.12;
TF.0866.12.




Kéo phau thuat

SC.1170.14; SC.1171.14; SC.1170.17;
SC.1171.17; SC.1910.14; SC.1911.14;
SC.1910.17; SC.1911.17; SC.1652.14;
SC.1653.14; SC.1652.17; SC.1653.17;
SC.1249.11; SC.1937.11; SC.1659.11;
SC.1939.14; SC.1659.14; SC.1255.14;
SC.1955.14; SC.1665.14; SC.1331.18;
SC.1961.18; SC.1665.18; SC.1567.13;
SC.1980.13; SC.1981.13; SC.1620.10;
SC.1621.10; SC.1630.11; SC.1631.11;
SC.1982.11; SC.1983.11; SC.1672.11;
SC.1673.11; SC.1683.11; SC.1677.11;
SC.1705.11; SC.1824.09; SC.1826.13;
SC.1995.12; SC.1878.12; SP.1517.18;
SP.1617.18; SP.1109.23; SP.1209.23;
SP.2114.11; SP.2845.10; SP.0905.12;
SC.9584.11; SC.9585.11; SP.9217.19;
SC.9655.11; SP.2847.11; SP.2947.11;
SC.1805.13; SC.1906.13; SC.0734.11;
SC.0836.12; SC.0205.14; SC.0225.14.

Sinntech Medical
(Pvt.) Limited,
Pakistan

Sinntech Medical
(Pvt.) Limited,
Pakistan

Cong ty TNHH
MKMED Viét Nam

S6 87 Vuong Thira Vi,
Khuong Mai, Thanh
Xuén, Ha Noi

Dung cu boc tach

RH.1856.18; RH.2202.21; BD.0101.36;

BD.0102.36; BD.0160.41; BD.0150.31;

BD.0300.33; BD.0300.40; BD.0510.42;

BD.3510.42; BD.0525.42; BD.3525.42;

BD.0550.30; FR.0525.18; FR.0538.18;
OR.3527.19.

Sinntech Medical
(Pvt.) Limited,
Pakistan

Sinntech Medical
(Pvt.) Limited,
Pakistan

Cong ty TNHH
MKMED Viét Nam

S6 87 Vuong Thira Vi,
Khuong Mai, Thanh
Xuan, Ha Noi




ED.1803.29; RE.1005.14; RE.5164.15;
RE.5166.16; RE.5167.16; RE.5095.08;
RE.5095.12; RE.5095.08; RE.5317.05;
RE.5319.02; RE.5663.00; RE.5665.00;
RE.5687.00; RE.5761.05; RE.5762.05;
FR.1225.15; FR.2225.15; FR.1230.19;
FR.2230.19; FR.1325.15; FR.2325.15;

o FR.1330.16; FR.2330.16; FR.1330.19; Sinntech Medical | Sinntech Medical Cong ty TNHH S6 87 Vuong Thira Vi,
7 |Banh vét mo FR.2330.19; FR.1618.25; FR.1725.17; (Pvt.) Limited, (Pvt.) Limited, MKMED Viat Nam Khuong Mai, Thanh
FR.0725.17; FR.1625.18; FR.1630.18; Pakistan Pakistan i Xuan, Ha Noi
FR.1522.24; FR.0522.24; FR.1522.27;
FR.0522.27; FR.0916.22; FR.1916.22;
FR.0925.23; FR.1925.23; FR.0927.25;
FR.1927.25; FR.0916.21; FR.0917.21;
FR.1918.21; FR.1919.21; FR.1914.25;
RE.0715.21; RE.0715.19; RE.0610.08;
RE.2610.14; RE.2612.14; MT.3200.00.
SU.0280.05; SU.0280.07; SU.0280.10; Sinntech Medical | Sinntech Medical Cong ty TNHH S6 87 Vuong Thira Vi,
8 |Moc da RH.2752.17; RH.2874.16; RE.0320.12; (Pvt.) Limited, (Pvt.) Limited, MKMED Viat Nam Khuong Mai, Thanh
RE.4105.13. Pakistan Pakistan i Xuan, Ha Noi
CA.0220.09; CA.0138.60; CA.0142.60; Sinntech Medical | Sinntech Medical Cong ty TNHH S6 87 Vuong Thura Vi,
9 |Thudc do MA.4104.00; MA.2538.42; MA.0330.38; (Pvt.) Limited, (Pvt.) Limited, MKMED Viét Nam Khuong Mai, Thanh
MA.0330.42. Pakistan Pakistan i Xuan, Ha Noi
inntech Medical | Sinntech Medical 0 Thira Vi
10 Ong hut TK.8523.09; TK.8523.12; TK.8521.21; S(Pvte.;:Lim?ti; S(Pvte.)CLimei:?e((i: Cong ty TNHH S(I)Qlero\Illzol\Ijlii Tllrlanhu’
TK.3509.18; TK.3512.18. . ’ . > | MKMED Viét Nam . A
Pakistan Pakistan Xuan, Ha No1
RH.2675.03; RH.2676.03; RH.2675.04;
RH.2676.04; RH.2675.05; RH.2676.05;
RH.2705.21; RH.2706.21; RH.2707.21; Sinntech Medical | Sinntech Medical R S6 87 Vuong Thira Vi,
11 |Diia mai xuong RH.2708.21; RH.2709.21; RH.2710.21; (Pvt.) Limited (Pvt.) Limited Cong ty TNHH Khuong Mai, Thanh
RH.2800.21; RH.2800.18; RH.2900.18; Pakistan ’ Pakistan > | MKMED Viét Nam Xuin Hé’N()i
RH.2801.21; RH.2901.18; RH.7680.06; ’ ’
RH.7680.07; RH.7680.08; RH.7680.09;
RH.7680.10; OR.3490.02; OR.3492.01.
05.3280.18; OS.3281.18; OR.3436.16; Sinntech Medical | Sinntech Medical . S6 87 Vuong Thira Vi,
12 [Dung cu léc, biy xuong OR.3436.07; OR.3541.08; OR.3541.18; (Pvt) Limited, | (Pvt) Limited, |  Cong Y TNHH 0 ong Mai, Thanh
’ T OR.3418.15; OR.3419.15; OR.3400.25; v ’ v > | MKMED Viét Nam . A
Pakistan Pakistan Xuan, Ha Noi
OR.3400.26.
inntech Medical | Sinntech Medical 0 Thira Vi
13 |Dung cu ép sun NS.0100.00; NS.0200.00; NS.0300.00; S(Pv:;: Lim?t(cie; S(Pvte)c Lim??eg Cong ty TNHH S(I)(inoYal;ol\Iﬁi Tllrlanhu,
’ j ’ NS.0400.00; NS.0500.00. . ’ v > | MKMED Viét Nam . A
Pakistan Pakistan Xuan, Ha Noi




Sinntech Medical | Sinntech Medical Cone tv TNHH S6 87 Vuong Thira Vi,
14 |Thét cit sun, silicon MA.0540.70 (Pvt.) Limited, (Pvt.) Limited, gty N Khuong Mai, Thanh
] . MKMED Viét Nam . .
Pakistan Pakistan Xuan, Ha Noi
OR.3200.01; OR.3200.03; OR.3215.19; Sinntech Medical | Sinntech Medical Cone tv TNHH S 87 Vuong Thura VA,
15 |Bua OR.3216.01; OR.3214.02; OR.0915.18; (Pvt.) Limited, (Pvt.) Limited, MKM%Dy Viét Nam Khuong Mai, Thanh
OR.0914.32; OR.0914.82. Pakistan Pakistan ¢ Xuan, Ha Noi
RH.7505.03; RH.7505.04; RH.7505.05; . . . . £ N
O . RH.1660.04; RH.1661.04; RH.1660.05; ngte)c}iil\lfl‘i’ilgal Sg“tte)cgill\fﬁi‘;al Céng ty TNHH S‘I’(izrg;“"&i IT }%‘;111“
ung cu tdy su RH.1661.05; RH.1660.06; RH.1661.06; VP'aki e VP'aki o | MKMED VigtNam | 0 ai N
OR.3441.17; OR.3443.17 S s uan, Ha N
Sinntech Medical | Sinntech Medical Cone tv TNHH S6 87 Vuong Thira Vi,
17 |Vong giit dung cu MA.0338.14; MA.0342.14; MA.0345.14. (Pvt.) Limited, (Pvt.) Limited, gty i Khuong Mai, Thanh
. . MKMED Viét Nam N arae
Pakistan Pakistan Xuan, Ha Noi
Sinntech Medical | Sinntech Medical . S6 87 Vuong Thira Vi,
< o . Cong ty TNHH .
18 |Dung cu de mi 0Y.1254.11; OY.1254.12. (Pvt.) Limited, (Pvt.) Limited, n Khuong Mai, Thanh
. . MKMED Viét Nam . R
Pakistan Pakistan Xuan, Ha Noi
Sinntech Medical | Sinntech Medical Cone tv TNHH S6 87 Vuong Thira Vi,
19 |Kep vai md HF.3915.09; HF.3915.11; HF.3915.13. (Pvt.) Limited, (Pvt.) Limited, gty i Khuong Mai, Thanh
. . MKMED Viét Nam N arae
Pakistan Pakistan Xuan, Ha Noi
OR.3304.20; OR.3304.10; OR.3305.01; Sinntech Medical | Sinntech Medical Cone tv TNHH S6 87 Vuong Thira Vi,
20 |Thia nao OR.3305.02; OR.3352.14; OR.3352.17; (Pvt.) Limited, (Pvt.) Limited, MKMEDy Viét Nam Khuong Mai, Thanh
OR.3354.16; OR.3354.20. Pakistan Pakistan ¢ Xuan, Ha Noi
OR.3136.04; OR.3136.06; OR.3136.08;
OR.3136.10; OR.3136.56; OR.3136.58;
OR.3136.60; OR.3136.62; OR.3100.08, Sinntech Medical | Sinntech Medical . S6 87 Vuong Thira Vi,
21 |Puc xuon OR.3100.10; OR.3100.12; RH.7607.06; (Pvt) Limited, | (Pvt) Limited, | . COn&® TNHH 1 ong Mai, Thanh
j £ RH.7610.16; RH.7616.10; RH.7616.12; P'akistan ’ P'akistan > | MKMED Viét Nam X ﬁi Ha,Néi
RH.7625.01; RH.7625.02; RH.7625.03; Ha, Ha e
0S.3221.18; 0S.3222.18; 0S.3260.16;
0S.3261.16.
S OR.3717.12; OR.3718.17; OR.3721.14; S?;mte)c}iil\lfsilgal Szﬁnie;limfilgal Céng ty TNHH S‘I’(izrxl“"&i IT }%‘li;:l“
i Xuotis OR.3730.17; OR.3730.21; OR.3757.01. V) - . v - > | MKMED Viét Nam el
Pakistan Pakistan Xuan, Ha Noi
Sinntech Medical | Sinntech Medical Cone tv TNHH S6 87 Vuong Thira Vi,
23 |Kim (gu) gam xuong OR.3864.15; OR.3883.17; OR.0000.18. (Pvt.) Limited, (Pvt.) Limited, gty " Khuong Mai, Thanh
. . MKMED Viét Nam N arae
Pakistan Pakistan Xuan, Ha Noi
os |Banh mi RH.7697.19; RH.7714.15; RH.7715.14 Sg,mte)c li.M?tdlgal Sg,mte)c li.M?td‘;al Cong ty TNHH S‘I’(? V“(’l\r/l[g T l}f‘ \;u,
‘“ RH.0294.14; RH.0291.50. Vi) SHOEeG, V) HIMIEEE, | \IKMED Vigt Nam | Lone Ml 2han
Pakistan Pakistan Xuan, Ha Noi




		BAN CƠ YẾU CHÍNH PHỦ - ĐT: 0243.7738668; Fax: 0243.7738668; Email: ca@bcy.gov.vn
	2020-09-03T18:57:43+0700
	PHIÊN BẢN THỬ NGHIỆM
	Nguyễn Minh Hải<nguyenminhhai_soyt@hanoi.gov.vn> đã ký lên văn bản này!




