SO Y TE HA NOI CONG HOA XA HQI CHU NGHIiA VIET NAM
Doc 1ap - Tu do - Hanh phuc

S4: 200001540/PCBA-HN Thanh phé Ha Néi, ngay 04 thang 09 nim 2020

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 bd: CONG TY CO PHAN PHARMATOPES VIET NAM

2. bia chi: S6 5 Pho Nguyén Truong T, Phuong Nguyén Trung Truc, Quan Ba Pinh, Thanh pho
Ha Noi

3. S6 vin ban dé nghi cta co s¢: 2508.2020/PV-BYT Ngay: 26/08/2020

4. Trang thiét bi y té thudc loai A

Tén trang thict bi y t€: Thiét bi che chan phong xa bao vé co thé dung trong y té (Ao chi, vay chi,
tam chi che chan tuyén giap, tam che chan dau, tam che chan tuyén sinh duc, gang tay chi, kinh
mat chi)

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

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

Tén chu s¢ hiru: Kiran Medical Systems, A Division of Trivitron Healthcare Pvt. Ltd

Dia chi chu s& hitu: Registered office: Trivitron Sapthagiri Bhawan, No.15, IV Street,
Abhiramapuram, Chennai-600018 Tamil Nadu India/ Factory: D-117&134, T.T.C. Industrial
Area, Shirvane, P.O.Nerul, Navi Mumbai-400706, India

6. Thong tin vé co sé bao hanh:

(1) Tén co sé: Cong ty C6 phan Pharmatopes Viét Nam
Dia chi: S6 5, phé Nguyén Truong T, Phuong Nguyén Trung Truc, Quan Ba Pinh, Thanh
pho Ha Noi
Pién thoai ¢ dinh: 024 36687136 bién thoai di dong:

7. Thanh phan hd so:

1 | Phy lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 | Gidy chiing nhan dat tiéu chuan quéan 1y chat lugng con hiéu lyc tai thoi diém ndp ho so.

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

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liu mo ta tom tat ky thuat TTBYT theo mau sé 1 Phu lyc 8




Giay chimg nhan hop chuan hoic Ban tiéu chuan ma chi so hitu trang thiét bi y té cong

7 ,
bo 4p dung

g | Két qua danh gia cac thong so hoa, 1y, vi sinh va cac thong s6 khic do co so du diéu
kién theo quy dinh cua phép luat vé danh gid su phu hop cap doi véi trang thiét bi y té
san xuat trong nudc

9 | Tai liéu hudng din st dung cua trang thiét bi y té

10 | Mau nhén sé& sir dung khi lvu hanh tai Viét Nam cia trang thiét bi y té

11 | Giay chimg nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so d6i véi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan hd so cong bd du diéu kién san xuét trang thiét
biy t€ do1 véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chéanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE

DON QUY CACH n B R ‘ TEN CO SO CHU SO HU'U/ . o
STT| TENTRANG THIETBIYTE | VI CHUNG LOAI/ MA SAN PHAM PONG GO1 | PN COSOSANXUAT |5y 2 Ny6c crUSG | TEN COSOBAO HANH | DA CHLCOSOBAO
h o HANG, NUGC SAN XUAT = HANH
TINH (NEU CO) HUU
1 | Thiét bi che chin phong | Aochi | Chiée [X1223711, X1221711, X1222711, X1223712. X1221712, X1222712, X1223713, Kiran Medical Systems, Kiran Medical Systems, Céng ty C6 phan S6 5, Phé Nguyén Truong To,
xa bio vé co thé dung X1221713, X1222713, X1223714, X1221714, X1222714, X1223722, X1221722, A Division of Trivitron A Division of Trivitron Pharmatopes Viét Nam Phuong Nguyén Trung Truc,
trong y té X1222722, X1223723, X1221723, X1222723, X1223724, X1221724, X1222724, Healthcare Pvt. Ltd (An D) | Healthcare Pvt. Ltd (An Do) Quén Ba Dinh, Thanh Phé Ha

(Ao chi, vay chi, thm chi
che chén tuyén giap, tim
che chin dau, tm che
chiin tuyén sinh duc, ging
tay chi, kinh mt chi)

X1223725, X1221725, X1222725, X1223732, X1221732, X1222732, X1223733,
X1221733, X1222733, X1223734, X1221734, X1222734, X1223735, X1221735,
X1222735, X1223742, X1221742, X1222742, X1223743, X1221743, X1222743,
X1223744, X1221744, X1222744, X1223745, X1221745, X1222745, X1223611,
X1221611, X1222611, X1223612, X1221612, X1222612, X1223613, X1221613,
X1222613, X1223614, X1221614, X1222614, X1223622, X1221622, X1222622,
X1223623, X1221623, X1222623, X1223624, X1221624, X1222624, X1223625,
X1221625, X1222625, X1223632, X1221632, X1222632, X1223633, X1221633,
X1222633, X1223634, X1221634, X1222634, X1223635, X1221635, X1222635,
X1223642, X1221642, X1222642, X1223643, X1221643, X1222643, X1223644,
X1221644, X1222644, X1223645, X1221645, X1222645, X1213711, X1213712,
X1213713, X1213714, X1211711, X1211712, X1211713, X1211714, X1212711,
X1212712, X1212713, X1212714, X1213722, X1213723, X1213724, X1213725,
X1211722, X1211723, X1211724, X1211725, X1212722, X1212723, X1212724,
X1212725, X1213732, X1213733, X1213734, X1213735, X1211732, X1211733,
X1211734, X1211735, X1212732, X1212733, X1212734, X1212735, X1213742,
X1213743, X1213744, X1213745, X1211742, X1211743, X1211744, X1211745,
X1212742, X1212743, X1212744, X1212745, X1213611, X1213612, X1213613,
X1213614, X1211611, X1211612, X1211613, X1211614, X1212611, X1212612,
X1212613, X1212614, X1213622, X1213623, X1213624, X1213625, X1211622,
X1211623, X1211624, X1211625, X1212622, X1212623, X1212624, X1212625,
X1213632, X1213633, X1213634, X1213635, X1211632, X1211633, X1211634,
X1211635, X1212632, X1212633, X1212634, X1212635, X1213642, X1213643,
X1213644, X1213645, X1211642, X1211643, X1211644, X1211645, X1212642,
X1212643, X1212644, X1212645, X1423711, X1423712, X1423713, X1423714,
X1421711, X1421712, X1421713, X1421714, X1422711, X1422712, X1422713,
X1422714, X1423722, X1423723, X1423724, X1423725, X1421722, X1421723,
X1421724, X1421725, X1422722, X1422723, X1422724, X1422725, X1423732,
X1423733, X1423734, X1423735, X1421732, X1421733, X1421734, X1421735,
X1422732, X1422733, X1422734, X1422735, X1423742, X1423743, X1423744,
X1423745, X1421742, X1421743, X1421744, X1421745, X1422742, X1422743,
X1422744, X1422745, X1423611, X1423612, X1423613, X1423614, X1421611,
X1421612, X1421613, X1421614, X1422611, X1422612, X1422613, X1422614,
X1423622, X1423623, X1423624, X1423625, X1421622, X1421623, X1421624,
X1421625, X1422622, X1422623, X1422624, X1422625, X1423632, X1423633,
X1423634, X1423635, X1421632, X1421633, X1421634, X1421635, X1422632,
X1422633, X1422634, X1422635, X1423642, X1423643, X1423644, X1423645,
X1421642, X1421643, X1421644, X1421645, X1422642, X1422643, X1422644,
X1422645, X1413711, X1413712, X1413713, X1413714, X1411711, X1411712,
X1411713, X1411714, X1412711, X1412712, X1412713, X1412714, X1413722,
X1413723, X1413724, X1413725, X1411722, X1411723, X1411724, X1411725,
X1412722, X1412723, X1412724, X1412725, X1413732, X1413733, X1413734,
X1413735, X1411732, X1411733, X1411734, X1411735, X1412732, X1412733,
X1412734, X1412735, X1413742, X1413743, X1413744, X1413745, X1411742,
X1411743, X1411744, X1411745, X1412742, X1412743, X1412744, X1412745,
X1413611, X1413612, X1413613, X1413614, X1411611, X1411612, X1411613,
X1411614, X1412611, X1412612, X1412613, X1412614, X1413622, X1413623,
X1413624, X1413625, X1411622, X1411623, X1411624, X1411625, X1412622,
X1412623, X1412624, X1412625, X1413632, X1413633, X1413634, X1413635,
X1411632, X1411633, X1411634, X1411635, X1412632, X1412633, X1412634,
X1412635, X1413642, X1413643, X1411642, X1411643, X1412642, X1412643,
X1103211, X1103221, X1103232. X1103243, X1103254, X1101211, X1101221,
X1101232, X1101243, X1101254, X1102211, X1102221, X1102232, X1102243,
X1102254, X1103211, X1103221, X1103232, X1103243, X1103254, X1101211,
X1101221, X1101232, X1101243, X1101254, X1102211, X1102221, X1102232,
X1102243, X1102254, X1103311, X1103321, X1103332, X1103343, X1103354,
X1101311, X1101321, X1101332, X1101343, X1101354, X1102311, X1102321,
X1102332, X1102343, X1102354, X1113611, X1113612, X1113613, X1113614,
X1111611, X1111612, X1111613, X1111614, X1112611, X1112612, X1112613,
X1112614, X1113622, X1113623, X1113624, X1113625, X1111622, X1111623,
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X1111624, X1111625, X1112622, X1112623, X1112624, X1112625, X1113632,
X1113633, X1113634, X1113635, X1111632, X1111633, X1111634, X1111635,
X1112632, X1112633, X1112634, X1112635, X1113711, X1113712, X1113713,
X1113714, X1111711, X1111712, X1111713, X1111714, X1112711, X1112712,
X1112713, X1112714, X1113722, X1111722, X1112722, X1113723, X1113724,
X1113725, X1111723, X1111724, X1111725, X1112723,X1112724,X1112725,
X1113732, X1113733, X1113734, X1113735, X1111732, X1111733, X1111734,
X1111735, X1112732, X1112733, X1112734, X1112735, X11S3211,
X1183212, X1183213, X1183214, X1181211, X1181212, X1151213,
X11S1214, X1182211, X1182212, X1152213, X1152214, X1153222,
X1183223, X1153224, X1183225, X1151222, X1151223, X1151224,
X1181225, X1152222, X1152223, X1152224, X1152225, X1153232,
X1183233, X1153234, X1153235, X1151232, X1151233, X1151234,
X1181235, X1152232, X1152233, X1152234, X1152235, X1153311,
X1183312, X1153313, X1153314, X11S1311, X11S1312, X11S1313,
X11S1314, X1152311, X1152312, X1152313, X1152314, X1153322,
X1183323, X1153324, X1153325, X1151322, X1151323, X1151324,
X11S1325, X1152322, X1152323, X1152324, X1152325, X1153332,
X11S3333, X1153334, X1153335, X1151332, X1151333, X1151334,
X1181335, X1152332, X1152333, X1152334, X1152335, X11P3211,
X11P3222, X11P3233, X11P1211, X11P1222, X11P1233, X11P2211,
X11P2222, X11P2233, X11P3311, X11P3322, X11P3333, X11P1311,
X11P1322, X11P1333, X11P2311, X11P2322, X11P2333, X1713211,
X1713222, X1713233, X1711211, X1711222, X1711233, X1712211, X1712222,
X1712233, X1713311, X1713322, X1713333, X1711311, X1711322, X1711333,
X1712311, X1712322, X1712333, X1713411, X1713422, X1713433, X1711411,
X1711422, X1711433, X1712411, X1712422, X1712433, X11K3311,
X11K3322, X11K3333, X11K1311, X11K1322, X11K1333, X11K2311,
X11K2322, X11K2333, X12C3311, X12C3322, X12C1311, X12C1322,
X12C2311, X12C2322, X12C3333, X12C1333, X12C2333, X1923211,
X1923222, X1921211, X1921222, X1922211, X1922222, X1913211, X1913222,

1011211 V1011292 V10192211 V10129299

Vay chi X1323711, X1323712, X1323713, X1323714, X1321711, X1321712, X1321713,
X1321714,X1322711, X1322712, X1322713, X1322714, X1323722, X1323723,
X1323724, X1323725, X1321722, X1321723, X1321724, X1321725, X1322722,
X1322723, X1322724, X1322725, X1323732, X1323733, X1323734, X1323735,
X1321732, X1321733, X1321734, X1321735, X1322732, X1322733, X1322734,
X1322735, X1323742, X1323743, X1323744, X1323745, X1321742, X1321743,
X1321744, X1321745, X1322742, X1322743, X1322744, X1322745, X1323611,
X1323612, X1323613, X1323614, X1321611, X1321612, X1321613, X1321614,
X1322611, X1322612, X1322613, X1322614, X1323622, X1321622, X1322622,
X1323623, X1321623, X1322623, X1323624, X1321624, X1322624, X1323625,
X1321625, X1322625, X1323632, X1321632, X1322632, X1323633, X1321633,
X1322633, X1323634, X1321634, X1322634, X1323635, X1321635, X1322635,
X1323642, X1323643, X1323644, X1323645, X1321642, X1321643, X1321644,
X1321645, X1322642, X1322643, X1322644, X1322645

Tam chi X1513200, X1511200, X1512200, X1513300, X1511300, X1512300, X1523200,

che chin X1521200, X1522200, X1523300, X1521300, X1522300, X1533200, X1531200,

tuyén giap X1532200, X1533300, X1531300, X1532300, X1543200, X1541200, X1542200,
X1543300, X1541300, X1542300

Tém che X1743001, X1743002, X1741001, X1741002, X1742001, X1742002, X1743301,

chén diu X1743302, X1741301, X1741302,X1742301,X1742302

Tam che X1723401, X1721401, X1724001, X1723402, X1721402, X1724002, X1733401,

chin X1733402, X1731401, X1731402, X1734001, X1734002

ruyén sinh

duc

Gang tay X1D12100, X1D12101, X1D12102, X1D12103, X1D12104, X1D12105,

chi X1D12106, X1D12120, X1D12121, X1D12122, X1D12123, X1D12124,
X1D12125, X1D12126, X1D12C20, X1D12C21, X1D12C22, X1D12C23,
X1D12C24, X1D12C25, X1D12C26, X1699991, X1623300

Kinh mét

chi X1810001, X1820001, X1830001, X1840001, X1870001, X1850001, X1860001
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