
C6NC TY TNHH ALH vIET NAM ceNG HoA xA ngl cn0 Ncnia vrET NAM
DQc l6p - TU do - H4nh phrlc

Ninh Binh, ngdy 12 thdng 05 ndm 2026

vAN nAN coNc so
TiGu chu6n 6p dgng cria thi6t bi y t6 thuQc to4i A

Kinh grii: S& Y t6 Ninh gtnh

1. TOn co s& c6ng b6: cONc Ty TNHH ALH VIpT NAM

Md so thui5 ho6c s6 gi5y ph6p thdnh lpp vdn phdng ctpi diQn: ottt333g74

Dia chi: SO Zq ngd 2 dulng LC DuAn, phucrng Pht Li, tinh Ninh Binh, ViQt Nam

DiQn thopi cO Ainn: 0965954469;

Email : ketoan.alh@gmail.com

2. Nguoi il4i diQn hqp ph6p cfia co s0:

H9 vd t6n: Nguy6n Thf Phucrng Th6o

Sd cdn cu6c/FIQ chitiu: 026180003478

Ngdy cdp:25/04/2021

Noi c6p: CUc Cinh s6t Qu6n ly hdnh chinh vO tr6t tg xd hQi

DiQn thopi cti dinh: DiQn tho4i di rlQng: og65gs446g

3. Thi6t biy t6 thuQc lo4i A:

fhiiSt bi y t6 chung: M hoflc Thitit biy tri chdn doininvitro n
TOn thiiSt b!y tti: Xft heng

T€n thuong m?i fuAu cd):Beemedi

Md Global Medical Device Nomenclature - GMDN (n€u cd):

Chring lo4i:Beemedi

Md sin phdm fuilu c6): ....'...

Quy crich d6ng g6i fuilu c6):H6.p 1 chai 10 ml, 15 ml, 20m1,30 ml.

Mr,lc dich sir dpng:
l .^

- Ldm 6m ni6m m4c hgng girip ldm diu hgng, gi6m cim gi6c dau ritt, ngfia hqng.

- Hd trg gi6m c6c triQu chring kh6 chlu 6 hgng trong trucrng hgp khin ti6ng, ho khan, ho
c6 dlm, ho do c6m l4nh, cdm cfm, do thay O6i ttrOi titlt, d6c biQt trong trudng hqp kh6
chiu do ho vA dOm.
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- T?o lorp mdng b6o vQ t4i ni6m mac hong kh6i vi khu6n, virus, phn hqrp sri dung h6 trq
trong vi€m hgng, vi6m amidan, viOm thanh qu6n

TCn co s0 san xu6t: cong ty co phAn Novopharm-Nhi mdy GMp duoc phAm

Dla chi co sd s6n xu6t: Lo cN05, KCN h6 trq E6ng vdn III, phudng Duy Hd, tinh
Ninh Binh, ViQt Nam

Ti6u chuAn 6p dgng: TCCS

4. D6i vfi thi5t bi y tG chrfra ch6t ma tfy, tiiin ch6t:

5. Thdng tin vd chri sfi hiiu thi6r bi y t6:

TOn chri s& hiru: Cdng ty TNHH ALH ViQt Nam

Dfa chi chti sd hfu: 56 29 ngd 2 tlunng LC DuAn, phucrng Pht Llf, tinh Ninh Binh, ViQt
Nam

6. Th6ng tin vii co s& bio hirnh @6u cd):

7. 56 c6ng b6 thi tlidu kiQn sin xu6t aiii vri,i thi6t bi y t6 sin xu6t trong nu6c:
240000002/PCBSX-Hna

C6ng Uii ti0u chuin 6p dgng cia thirit bi y t6 to4i A:

Hd so kdm theo gii-:

t. Gi6y chtmg nh4n d4t ti€u chuAn quin llf ch6t lugng ISO 13485 x
4:
l333ei7
:6No

TNH}
ALII

$r x,

2. GiSy fiy quy6n cria chti s& hiru thi6t bl y tti x

3. Gi6y x6c nhfln clt diAu kiQn b6o hdnh x

4. Tdi liQu mO ti t6m t6t k! thuflt thi6t bi y tti bang ti6ng Vi6t x

5. Tei fiQu.ki thuQt md ti chric ndng, th6ng sO ky thuft cria thitit bi y t6 do chri s&
hru thi6t bi y tti ban hdnh

x

6. Tdi liQu k! thupt bing tiiSng viQt kdm theo tdi ligu vo nguycn vat li0u, vA an
todn cta sin ph6m, quy trinh s6{r xu6t, cicbdo c6o nghicn criu l6m sdng vd dAn
l6m sdng bao gdm b6o cito d0 6n rlinh rtoi vdi thu6c tht, ch6t hiQu ch-u6n, v4t
liQu ki6m so6t in vitro. .

7. B6n ti6u chuAn md chri s0 hiru thi6t biy t6 c6ng b6 rip dung x

8. Gi6y chting nhfln hqrp chuan

9. ptii voi thi6t bi y t6 sin xu6t trong nudc: ktit qu6 d6nh gi6c6c rh6ng sti h6a, ly,
vi sinh vd c6c th6ng sti khac do co s0_ dri cli0u kiQn theo quy clinh cria phAp lupt
vr1il5nh gi6 sg phi hqp c6p hoic Gi6y chring nhdn d6nh iia 

"nat 
lucrne do co

x



quan c6 th6m quydn cria ViQt Nam c6p O6i vOi thi6t bi y tti chdn do6n in vitro

10. Tdi liQu lro*g d6n sri dung cria thitit biy tc bing ti6ng viQt; eoi voi thi6t bi y tti
nhflp khAu kdm theo b6n g6c bing tiiSng Anh do 

"t,i 
sO hrru thi6t bi y t6 ban hdnh

x

11. MIu nhsn thi6t bf y tti x

12. Gi6y chring nhQn luu hdnh ts do AOi vOi thi6t biy t6 nhap khAu

Co sd c6ng bO ti€u chuAn 6p dgng cam ki5t:

1. Ngi dung th6ng tin c6ng UO n chinh x6c, hop ph6p vd theo dring quy dinh. N6u c6 sp
gi6 m4o, kh6ng dring sU thflt co s& xin chiu hodn todn trdch nhiQm vd se bi xti ly theo quy
dinh cria ph6p luflt.

2.Bho dim ch6t lugng vd luu hdnh thi6t bi y t6 theo dring h6 so dE c6ng bO.

3. Cap nhflt ctic thay tt6i li6n quan d6n hd so c6ng b6 tieu chuAn 6p dgng theo quy d!nh.
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