CONG TY TNHH THUONG MAI CONG HOA XA HQI CHU NGHIA VIET NAM
TAM LONG Poc lap - Tw do - Hanh phuc

S6: 66/CV-TL
V/v: gidi trinh hd so lan 1 Ha Ngi, ngay 05 thdang 08 nam 2025

KiNH GUT: CUC HA TANG VA THIET BI Y TE - BQ Y TE

Chiing t6i, CONG TY TNHH THUONG MAI TAM LONG xin giri 10 chao tran trong t6i Quy
Cuc.

Phtic dap phan hi sb 2524007YCBS/HTTB-PKKD, ngay 31/07/2025 ctia Cuc cho hd so ding ky
s6 luu hanh san phdm, mé hd so dang ky luu hanh: 000.00.04.G18-250606-0018

* Theo yéu cau ciia chuyén vién thim dinh, chiing t6i xin dwgc phép giai trinh va bd sung nhu sau:

“P& nghi don vi cung cép tai liéu do chi sé hitu thiét bi y t& ban hanh dé 1am ré “may xét
nghiém Stat Profile Prime Plus” ¢6 12 méy xét nghiém khi mAu tai chd khong? Vi don vi ¢6
ndp Cong viin s6 39/CVCT_TL ngiy 06/6/2025 néu ciin cit phin loai sin phAm 12 thiét biy té
loai C theo quy dinh tai khoin 2 quy tic 4 Phin III Théng tw s 05/2022/TT-BYT “2. Thiét
. biy té chdn dodn in vitro diing dé xét nghiém tai chd thong s6 khi m4u va duong huyét thude
.y \;,\ loai C” nhung khong c6 tai liéu thé hién "may xét nghiém Stat Profile Prime Plus' ¢6 13 may
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“/cha chit s hitu thiét biy té trang 14/152:

=" “The Stat Profile Prime Plus Analyzer System is indicated for use by healthcare professionals in
clinical laboratory settings and for point-of-care usage for quantitative determination of pH,
Partial Pressure of Carbon Dioxide (pCO2), Partial Pressure of Oxygen (pQ2), Hematocrit,
Sodium, Potassium, Chloride, Tonized Calcium, lonized Magnesium, Glucose, Lactate, Creatinine,
Blood Urea Nitrogen, Oxygen Saturation, Total Hemoglobin, Oxyhemoglobin,
Carboxyhemoglobin, Methemoglobin, and Deoxyhemoglobin in heparinized arterial and venous
whole blood. It is also indicated for use by healthcare professionals in clinical laboratory settings
and for point-of-care usage for quantitative determination of pH, Partial Pressure of Carbon
Dioxide (pCO2), Partial Pressure of Oxygen (pO2), Hematocrit, Sodium, Potassium, Chloride,
lonized Calcium, lonized Magnesium, Glucose, and Lactate in heparinized capillary whole blood.”

Dich sang tiéng Viét 1a: “Mdy xét nghiém Stat Profile Prime Plus dwoc chi dinh stk dung béi cde
chuyén gia y té trong méi truong phong xét nghiém ldm sang va trong cdc xét nghigm tgi ché dé
xdc dinh dinh lwong pH, Partial Pressure of Carbon Dioxide (PCO2), Partial Pressure of Oxygen
(PO2), Hematocrit (Het), Sodium (Na), Potassium (K), Chloride (Cl), Ionized Calcium (iCa),
Ionized Magnesium (iMg), Glucose, Lactate, Creatinine, Blood Urea Nitrogen (BUN), Oxygen
Saturation (SO2), Total Hemoglobin (THb), Oxyhemoglobin (O2Hb), Carboxyhemoglobin
(COHb), Methemoglobin (MetHb), va Deoxyhemoglobin (HHb) irong mdu toan phdn djng mach
va tinh mach da dwoc heparin héa. Thiét bj nay ciing dwoc chi dinh sit dung boi cdc chuyén gia y



1é trong moi trieong phong xét nghi¢m ldm sang va trong cde xét nghiém tai chd dé xdc dinh dinh
lwong pH, Partial Pressure of Carbon Dioxide (PCO2), Partial Pressure of Oxygen (PO2),
Hematocrit (Hct), Sodium (Na), Potassium (K), Chloride (Cl), lonized Calcium (iCa), Ionized
Magnesium (iMg), Glucose, va Lactate trong mdu toan phan mao mach dé diege heparin héa.”

— Nhu vy, myc dich sir dung trong tai liéu huéng dén st dung ciia chi s¢ hitu di chi ra ring
méy xét nghiém Stat Profile Prime Plus (Stat Profile Prime Plus Analyzer) 13 thiét bi dung dé
xét nghiém tai chd thong sb khi méu.

Vit lidu kiém soat duoge sit dung cung véi may xét nghiém Stat Profile Prime Plus duoc phédn
loai cin ¢ vao mirc d§ rii ro cao nhét ctia muc dich str dung cudi ciing cia téng thé thiét bi y
t¢ 12 ding dé xét nghiém tai chd thong sb khi mau.

Doanh nghiép xin dinh kém thém huéng dan sir dung gbc va thu xéc nhén cta chi s& hitu thiét bi y
té dé Quy Cuc va cac chuyén vién xem xét, thim dinh.

* Theo Nghi quyét s6 76/2025/UBTVQHIS5 ngay 14/04/2025 cta Uy ban Thudng vu Quéc hdi vé
viéc sip xép don vi hanh chinh nim 2025 (c6 hiéu lye tir ngay 1/7/2025), dia phuong noi doanh
nghiép dit try s& dd c6 su diéu chinh hanh chinh.

/Doanh nghiép xin cAp nht dia chi sau khi sip xép don vi hanh chinh (¢4 01/07/2025) nhu sau:
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: M)ng 201, Tang 2, Toa nha CT4 Vimeco, dwong Nguyén Chinh, Phwong Yén Hoa, Thanh

ipho Ha Noi, Viét Nam
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Krghﬁmong Quy Cuc va cdc chuyén vién xem xét va chap thuén thong tin giai trinh cha don vi.

Trén trong cdm on!

Nguwoi dai dién hop phap cia doanh nghiép
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