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1. Hang loai C, D khéong thudc théng tw 30 c6 cin cong khai phan loai truéc
01/01/2022 hay khéng?

= BYT di tra 101 cdng van s6 3178 (ngay 17/06/2022) ban phan loai cong bb khéng
quy dinh phai trude 01/01/2022.

2. Hang CPN bi hai quan bat phu kién khong dwoc huéng VAT 5 mic du da cé
GPNK va phén leai truwée 31/12/20217

= C6ng vin 2146 hai quan quy dinh thué 5% quy dinh véi thiét bi, dung cu y té.
Khéng ap dung vdi bd phan, vat tu, phu kién chuyén dung cho cac trang TBYT.

3. Trén nhan goc ciia TTBYT chi c6 chiing loai, khong c6 tén trang thiét bi y té bang tén
nwéc ngoai thi khi thong quan c6 vén dé gi khéng?
= Khéng van dé gi nhé a, tem nhan cac bac tham khao ND111 stra d6i ND43.

4. Hién tai bén em dang cin nhap sea loai C, bén em dang hién dung Ban
phén loai cii ciia nha Phan phéi truéce d6. Gid bén em - v6i tw cach nha
phan phdi méi, cd can phai phan loai lai TTBYT khong a?

= Bén minh phai c6 ban phan loai dung tén cty nhap khau/ chi sé hitu s6 luu hanh.
Luu y: TSN, Cat l4i yéu cau ban PHAN LOATI cap nam 2021 va phai duoc thuc
hién bai bén di c6 du diéu kién phan loai.

5. DN dwoc tu phan loai, cO bit budc phai co chitng chi hanh nghé PL khéng? Bén minh
chwa c0?

= Khong can cac bac nhé. Tir 01/01/2022 doanh nghiép tu phan loai, khong c6 yéu cau gi thém.
Tuy nhién can luu ¥ TSN, Cét l4i yéu cau ban PHAN LOAI cip nim 2021 va phai duoc thyuc
hién bai bén di c6 du diéu kién phan loai.

6. Lam cong bd B ma c6 1 ma bi sai model va chiing loai. Sau khi d4 ra cong bo
c6 chinh stra dwge ko?

= Khong sira duoc chung loai, tén trang TBYT, theo diéu 28 ND98.
Moi anh chi tham khao céc truong hop CHINH SUA va LAM MOI cong b A, B theo link
sau nhé: https://thutucnhapkhauthietbiyte.com.vn/nhung-loi-sai-thuong-mac-khi-lam-cong-
bo-ab-cong-bo-bcd-dan-den-thu-hoi-cong-bo-ms-linh-dan-0973-189-870/
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7. Mot don vi khong phai nha phan phdi ciia hiing, khong nhip truwc tiép thi c6 dwoc quyén
ké khai gia trén Dmec khong a?

= Chi bén nio ¢6 s6 luu hanh HOAC VPDD thudng trt tai VN cta thuong nhan nude ngoai ma
thuong nhan d6 1a Chu s¢ hitu TBYT hodc duoc ty quyén cia CSH TBYT MOI PUGC KE
KHAI

8. Ké khai dwa vao s6 GPNK dwoc khong? Hang c6 nhiéu NPP xin dwgc nhiéu s6 Luu
hanh thi chil don vi dwgc ké khai gia hay tat ca cac NPP dwge ké khai gia?
= 1 san pham c6 nhiéu sb luu hanh do nhiéu cty cing ding ky thi cac DN déu dwoc ké khai

9. Chii s& hiru s6 lvu hanh c6 dwec ity quyén cho nha PP ké khai gia?
= CSH s6 luu hanh ¢6 vian phong dai dién s& duoc ty quyén cho duy nhit 01 nha
PP ké khai gi&, cac NPP khac khong dwege ban cao hon gia NPP Uy quyén da ké.

10. Quy dinh vé bd sung nhirng ho so hét han nhw LOA, 1SO, CFS,...?

= Nghi dinh 98 ghi rat rd 1a ndp ISO, LOA, CFS..... con hiéu luc tai thoi diém nop
ho so. Vay thi dé duy tri cong bd va phuc vu hau kiém thi phai dam bao gidy to
lubn con han.

11. P6i véi hs cong bo thyt loai A, B: C6 yéu cau hs ndy "Riéng dbi voi trang thiét
bi y té san xuét trong nudc bod sung két qua danh gia cac thong sé hoéa, 1y, vi sinh
va cac thong sd khac do co s¢ du diéu kién theo quy dinh cua phap luat vé danh
gia su pht hop cip hodc Gidy chting nhan danh gia chét luong do co quan c6
tham quyén cta Viét Nam cap doi véi trang thiét bi y té chan doan in vitro".

Héi: Vay muc nay ap dung véi "tbyt trong nude phan loai tbyt chan doan invitro"
hay &p dung véi "thiét bi y té trong nuéc HOAC tbyt chan doan in vitro" a?

= Tic 12 véi trang tbyt sx trong nwée théng thuong s& ndp két qua danh gia cac
thong sé hda, ly, vi sinh va cac théng s6 khac

= Con tbyt chin do4n invitro s& nop Gidy chirng nhan danh gia chit lwrgng do co
quan cd thAm quyén ctia Viét Nam cép

Trén Loa c6 can liét ké chi tiét tirng ma san pham khong hay chi can dé
12 hé thong phiu thuit?
=> Liét ké chi tiét ma san pham

13.FCS thé hién dia chi tru s¢ va dia chi san xuat thi trén loa minh nén lay dia chi ¢ daua?
=» Dia chi CSH TBYT sé la dia chi tru s&

14. Tai liéu mo ta ky thuat co khai danh muc linh phu kién ctia may. Thi sau
nay em mudn nhép phu kién riéng thi 1am sao dé théng quan?
= Céc bac chirng minh d6 12 phu kién ciia may bang cach show catalogue + phan loai.



16.

15. Muc s6 18/ s6 seri/ han sir dung ciia TTBYT: c6 cén ghi cu thé thong tin
nhw trén nhan goc hay c6 thé viét ""xem trén nhan goc"?
= C6 thé ghi xem trén nhan gbc dugc.

Muc "tén, dia chi CSH TTBYT" va "Xuét xir hang héa" 2 thong tin nay
tring nhau thi ¢6 de ghi 1 1an thoi k hay phai ghi riéng 2 muc nay ra ?
<> Tén dia chi chu s¢ hitu TBYT la ghi chi tiét tén Cty, dia chi. Con Xuét xr 12 t&n nudc.

17.Bén em dang c6 san phim test. San phim c6 gidy phép Iwu hanh san
pham ciia Cuc Quan ly dwoe cdp va dwoe gia han 5 nidm béi Vu trang
thiét bi va cong trinh y té.

= Hién tai, san pham sap hét thoi gian gia han s6 PKLH. Bén em c6 thé ndp méi
cong bd loai B theo NP 98 trén dmec duoc khong?

= Néu hang loai B thi nam nay chi c6 thé xin céng b B

18. May phun swong khir khuan phong mé c6 bac nao phai xin giay phép NK
hoiic Cong bd A, B chwa a? Va da dc cap chuwa?

= Hang nay nhédp dang hang thuong va can c6 cong vin xac nhian khéng phai hang y té (cin

lam cong vin nay lién hé em hd trg)

19.HO SO LUU HANH BI PHAN HOI: "Tai liéu k¥ thuat (catalogue) mé ta chirc
ning, thong s k¥ thuat cia trang thiét bi y té phai dugc dong dau va ky tén", bén
em Ia ciia hdng nudc ngoai ban hanh nén em chi dong dau treo cty va ¢ nop kém
tai liu k¥ thuat tiéng Viét co ky tén va dong dau, gio can sira ra sao?

= Can ky, déng dau, giap lai nhiéu trang 1én tai liéu k¥ thuat ciia Trang TBYT

20. CO thé sir dung chir Ky sé cho hd so dwge hay khong?
= Puoc, BYT khuyén khich ky sb

21. Cac bac cho em héi ¢é bac nao dwge cap PKLH tir 2021 hang tbyt loai C
nhip khau khonga? Nim 2021 thi ndp ho so bao lau thi c6 két qua a?

= Nim ngoéi da phan 1a ra cac bo tir 2017-2020 (ludng nhanh). 1 s6 it nop 2021
cling ra nam ngoai (ludng nhanh). Ma nam nay quy trinh lai phtic tap hon nim
ngoai nén van dé nay phu thudc nhiéu yéu té. Bac nao can hd trg CHECK FREE
LUU HANH lién hé em hé tro: 0973.189.870

22.Minh nhap hang 1 hang méi bén Dire, cty kéu hg 1am cho cai Freesale ho lai
néi gio bén Pirc khong cap gidy Freesale nira vi li do Gidy CE di chirng
minh hang dwge lwu hanh chau au réi thi dcko?

= CE khéng thay thé duoc CFS nhé cac béc.



23. Hang bén e khong xin CFS & nwéc chii s¢ hiru/san xuit dwgc nén xin ¢ nwée
thir 3 1a Dire. CFS Dire chi ¢o 2 muc l1a 1a responsible for first placing product
on the EU market va thong tin NSX, ko c6 thong tin chi sé hiru. Nhw vay khi
chii s& hitu ky thw ity quyén ndp kém statement vé moi quan hé giira NSX va
CSH thi ¢6 6n khong a?

= Khéng dugc, CFS phai ¢ théng tin cia CSH TBYT. Néu ko ¢6 thdng tin
NSX thi lam giai trinh méi quan hé va hop phap hoa lanh sy thi méi de chép
nhan.

24.Bo phan diu thau bén em yéu cau 2FSC & 2 nuée tham chiéu, nhung thue
té hang em sx duy nhit ¢ 1 qudc gia thi 1am sao xin dc 2 FSC. Thi phai
lam sao?

= C6 thé xin CFS & nude thtr 3. Néu can xin CFS nudc tham chiéu ning hang thau
c6 thé lién hé em hd trg 0973.189.870 (zalo/ tel)

25. Qua lgc than cé thudc thong tw 30 hay khdng?
= Khéng. Pay 1a vat tu y té ding cho may chay than nhan tao, khéng phai cay
ghép vao co thé nguoi. Pén 2023 cé4c bac xin luu hanh loai C dé nhap.

26. Monitor theo d6i bénh nhan c6 phai phwong tién do phai phé duyét miu khong?
= KHONG, phé duyét mau cac bac tham khao TT 23/2013

27.Ho so CONG BO A, B, BCD, SAN XUAT... ky chit ky s6 thi lvu ban ky PDF
c6 bi hau kiém c6 doiluu ban cirng khong?
=» CO0 luu ban cing tai DN

28. Chuyén 1¢ phi ghi nhAm m4 ho so, chuyén nham so tién,...
= Céachxu ly:
o Lam cong van giri Phong ké toan ctia S¢ hodc Bo v/v tu chinh dé nho ké
ton hach toan dting s ho so. Up CV nay cling UNC
o Song song d6 lam CV tra soat giri Ngan hang theo mau ctia Ngan hang

29.ND 36 va 169 truéc day c6 ghi: Truwong hop gidy chirng nhan lwu hanh tw do
ko ghi rd thoi han hét hiéu lre thi CFS dwoc tinh 13 36 thang ké tir ngay cap.
Con ND98, Em khong thay ghi. Vay ko biét CFS khong ghi rd thoi han hét
hiéu Iwe thi hién nay xir Iy nhu thé nao?

= TRONG HOI THAO HUGNG DAN NP 98 CUA BYT CO TRA LOI CFS
KHONG GHI THOI HAN SE VO THOI HAN.

= Tuy nhién diéu ndy chua duoc quy dinh cy thé trong luat



30.Cong ty em séip chuyén dia chi viin phong, viy nhitng ho so nhw gidy phép da
c6ng bo/ lwu hanh thi phai cip nhat lai timg bd ho so?

= CAP NHAT BIEU CHINH CAC CONG BO. Tham khao c4c truong hop
CHINH SUA va LAM MOI cong bo:
https://thutucnhapkhauthietbiyte.com.vn/nhung-loi-sai-thuong-mac-khi-lam-
cong-bo-ab-cong-bo-bcd-dan-den-thu-hoi-cong-bo-ms-linh-dan-0973-189-870/

31. Hang Han Quéc nhung hang sin xuit & nha may & Uc, nha may & Uc thi lai
khong c6 1SO 13485 thi c6 dung dwec 1SO ciia tru sé¢ Han Quéc khong?
2 KHONG bUQC

32. Minh ciing ¢6 mua hang cia hang & My, ISO va CFG ctia My, con hang thi
sx tai An P, ko c6 gidy to gi ca (trén ISO cO show dia chi san xuat bén An
P§) cO dwoe k?

= SO di show dugc dia chi SX bén An thi khong van dé gi

33. Minh c6 16 hang may khoan, leai C, khéng can xin GPNK, hai quan dang
yéu cau xin s6 luu hanh méi cho nhan thi phai sao?

= Chung minh catalogue hang khdng ciy ghép, khdng chan doan, diéu tri + phan
loai d4 cip nam 2021 tro vé trudc.

34.FSC chi ¢é dau HPH ciia Pai sir quan VN tai nuéc ngoai ma khong c6 xac
nhén cong ching nwée ngoai thi cé dwee coi la hop 1€ khong a. Em xem trén
miu FSC ciia By y té thi da phin em thiy c6 2 d4u: 1 ddu la Notary public,
1 dau 12 caa dai st quan VN ?

=» em nghi 1a do quy dinh cua dai st quan tirng VN ¢ tirng nude. Minh check lai voi
seller xem. Pa phan em thay déu c6 xac nhan cong chimg, con 1 sd nudc thi ngoai
Xac nhan cdng chung con yc thém.

=» VD nhu lam & Anh thi ngoai Notary public + Apostille Stamp thi DPSQ VN méi
hop phép hda duoc
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