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BO TAI CHINH CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC HAI QUAN DPéc lap - Ty do - Hanh phiic
Sé.J' 674 ST‘B-CHQ Ha N¢i, ngay 9 § thang 5 nam 2026

THONG BAO
Vé két qua xac dinh trude ma so

CUC TRUONG CUC HAI QUAN

Can ctr Luat Hai quan s 54/2014/QH13 ngay 23 thang 6 nam 2014;

Can cir Nghi dinh sé 08/2015/ND-CP ngay 21 thang 01 nam 2015 cua
Chinh pht quy dinh chi tiét va bién phap thi hanh Luat Hai quan vé thu tuc hai
quan, kiém tra giam sat, kiém soat hai quan, dugc sua déi, bd sung tai Nghi
dinh s6 167/2025/ND-CP ngay 30 thang 6 nam 2025 cta Chinh phu;

Can cir Thong tu s6 38/2015/TT-BTC ngay 25/3/2015 ctua B truong Bo
Tai chinh quy dinh vé thi tuc hai quan; kiém tra giam st hai quan; thué xuat
khau, thué nhap khau va quan 1y thué d6i voi hang héa xuat khau, nhap khau,
duoc sira ddi, bd sung tai Thong tu sé 39/2018/TT-BTC ngay 20/4/2018 va
Thong tu s& 121/2025/TT-BTC ngay 18/12/2025 cua B truong Bo Tai chinh;

Can cir Thong tu s6 14/2015/TT-BTC ngay 30 thang 01 nam 2015 cua B
trudng B Tai chinh huéng din vé phan loai hang héa, phan tich dé phan loai
hang hoa, phan tich dé kiém tra chét luong, kiém tra an toan thuc pham, dugc
stra doi, b sung tai Thong tu s6 17/2021/TT-BTC ngay 26 thang 02 nam 2021
cua B¢ truong Bo Tai chinh;

Can cir Thong tu s6 31/2022/TT-BTC ngay 08 thang 6 niam 2022 cua Bo
trudng BO Tai chinh vé viéc ban hanh Danh muc hang héa xuat khau, nhap khau
Viét Nam;

Trén co sd hd so dé nghi xac dinh trude ma sd, Pon dé nghi s6 319/DMP-
_VIME ngay 19/5/2026 ctiia Cong ty ¢6 phan Xuat nhap khau Y té Viét Nam,
ma s6 thué: 0100108367;

Cuc Hai quan thong bao két qua xac dinh trudc ma s6 nhu sau:

1. Hang héa dé nghi xic dinh truée mé so do to chire, ¢i nhin cung cap:
| Tén thuong mai: Thudc ké don - Canvey

Tén goi theo cau tao, cong dung: Vién dat am dao c6 chi dinh diéu trj
nhiém khuan hon hop tai 4m dao, viém 4m dao kém theo huyét tring, ngira
do nhiém khuéan va nam, viém am dao do Trichomonas, viém 4m dao do
nguyén nhan hon hop, phong nhiém nim am dao

Ky, ma hiéu, ching loai: Nha san xuat: Farmaprim Ltd (Dia chi: §
Khong co Crinilor  street, Village Porumbeni,




Criuleni reg., MD-4829, Moldova)

2. Tém tit md ta hang héa dwge xac dinh trwede ma sé: Theo ho so xac dinh
trude ma so, théng tin mat hang nhu sau:
- Thanh ph?fm, cau tao, cong thirc héa hoc:
MB&i vién chira:
Thanh phan hoat chit:
Metronidazole 225mg
Chloramphenicol 100mg
Nystatin 75mg (tuong duong 330 000 [U)
Dexamethasone acetate 0,5mg
Thanh phan td dwge: Chit béo bao hoa (Hard fat) vira di 2000 mg.
- Co ché hoat dong, cach thic sir dung:

Co ché hoat dong:

Canvey c6 thanh phan cong thic ph01 hop nhiéu hoat chat, do d6 c6 tac
dong diéu tri tai chd viém am dao do nhiéu nguyen nhan khac nhau nhu nhiém
nam, nhiém khuén, nhiém ky sinh tring hodc nhiém nhiéu mam bénh cuing luc.
Thube duge phdi hop:

+ Metronidazol 1a 1 chét co phé hoat tinh khuan rong, co tac dung diét
khuén rong trén ca dong vét nguyén sinh nhu : amip, Giardia lambia va trén vi
khuan ki khi nhu Bacteroides, Fusobacteriuml...nhung Metronidazol khong tac
dong 1én hé vi khuan binh thuong & 4m dao.Khi bj viém c6 tir cung, 4m dao do
vi khuén, Metronidazol s& lam cho hé vi khudn am dao trd lai binh thuong.

+ Cloramphenicol 1a khang sinh, co tac dung kim khuan, nhung c6 thé
diét khuan & néng do cao hodac dbi véi nhimg vi khuan nhay cam cao.
Cloramphenicol trc ché tdng hop protein & nhing vi khuan nhay cam bing cach
géin vao tiéu thé 50S cua ribosom.

+ Nystatin la khang sinh chong nam dugc chiét xuat tir dich nudi cay
nam Streptomyces noursei, ¢ tac dung kim ham hoéc diét nam tuy thudc vao
ndng d6 va nhay cam cua nam, nhay cam nhat 1a cdc nAm men va c6 tac dung
rat tot trén Candida albicans.

Co ché tac dung: do lién két voi sterol cua mang té bao cac nam nhay
cam nen nystatin lam thay d6i tinh thdm cua mang tham. Nystatin cling dung
nap tot ngay ca khi diéu tri 1au dai va khong gay khéang thude.

+ Dexamethasone 1a fluomethylprednisolon, glucocorticoid téng hop
hau nhu khéng tan trong nude. Cac glucocorticoid tac dung bing cach gan két
vao thu thé & té bao, chuyén vi vao nhén té bao va ¢ do da tac dong dén 1 sb
gen dugc dich ma. Cac glucocorticoid ctling con c6 mot s6 tac dung truc tiép, c6
thé khéng qua trung gian gan két vao thu thé

Cach thuce s dung:

+ Céc truong hop nhiém khuan, nhiém ndm, viém dm dao do nguyén




nhan hdn hop, dat 1 vién dan 1 lan 1 ngay (trude khi di ngu). Thoi gian trung
binh cta diéu tri 1a 10-12 ngay
+ Trichomonas am dao cén thiét phai tiép tuc tang thoi gian diéu tri tai
chd thém 10-12 ngay
+ Phong nhiém nam am dao: 1 vién vao budi ti trong 7-10 ngay
- Ham lugng tinh trén trong luong:
Cho mét don vi chia liéu nhé nhat 1a mdi vién cé trong lugng 2000 mg/vién,
trong do co chira:
Thanh phan hoat chit: Metronidazole 225mg, Chloramphenicol 100mg,
Nystatin 75mg, Dexamethasone acetate 0,5mg.
Thanh phén ti dwge: Chat béo bio hoa (Hard fat) vira da 2000 mg
- Théng s6 ki thuat:
+ Tiéu chuan k¥ thuat dp dung

STT Thong s6 ky thuat Tiéu chuan ky thuat
1 Cam quan vién dat am dao mau vang nhat, thudén
dai, hinh vién dan
P Dinh tinh (Identification)
| Phuong phap | Dat
HPLC/TLC:
- Metronidazole
- Chloramphenicol
- Nystatin
- Dexamethasone acetate
2.2 D6 hoa tan Khong qua 30 phut
23 Kiém tra gidi han vi sinh | Téng s6 vi khuan — khéng qua 100
vt CFU/ lg

Ndam méc va nam men - khong xuét
hién trong 1 g

Enterobacteria: khong xuét hién trong
lg

Pseudomonas aeruginosa: khong xuat
hién trong 1 g

Staphylococcus aureus: khong xut
hién trong 1 g

3 Khoi lugng trung binh|1,9-2,1 mg

mdi vién (mg/vién)
D6 dong déu khoi luong | +5 %

4 Dinh lugng:
- Metronidazole 90.0-110.0 %
- Chloramphenicol 90.0-110.0 %

- Nystatin 90.0-130.0 %




- Dexamethasone acetate | 90.0-110.0 %
5 Han dung va diéu kién | Bao quan noi kho mat, tranh anh sang,
bao quan bao quan ¢ nhiét d§ khong qua 30°C.
Han dung 36 thang.
6 Tiéu chuan chat lugng | Theo tiéu chuin Nha san xuat |

+ Quy cach dong goi: Hop 2 vi x S vién dat am dao mau vang nhat, thuén

dai, hinh vién dan.
- Quy trinh san xuat: san xuat theo tiéu chuan chat luong nha san xuat ctia nha
may dat WHO-GMP theo quy trinh sau: chudn bi thiét bi va can nguyén liéu
(gom dugc chat va céac ta duoc) theo cong thirc da quy dinh; dun chay ta dugc
nen; nghlen min va phdi hgp dugc chét vao khéi ta dugc; khuay déu tao hon
hop dong nhét; rot vao khuén dinh hinh; 1am ngudi dé dong rin; thao khuon,
kiém tra chat lugng theo tiéu chuan IPC va déng géi bao quan bang bao bi
pht hop. Mdi 2 vi x 5 vién dugc dong vao mot hop carton cung véi to hudng
dan sir dung.
- Cong dung theo thiét ké: Vién dat am dao c6 chi dinh diéu tri nhiém khuén
hon hop tai am dao, viém dam dao kém theo huyét tréng, ngira do nhiém khuan
va nam, viém am dao do Trichomonas, viém am dao do nguyén nhan hdn hop,
phong nhiém nam am dao

3. Két qua xac dinh trudc ma sé: Theo thong tin trén Pon dé nghi xéac dinh
trude ma so, thong tin tai tai liéu dinh kém ho so, Quyét dinh sé 698/QD-QLD
ngay 15/10/2024 cia Cuc Quan ly Dugc — Bd Y té Vé viée ban hanh Danh muc
498 thude nude ngoai dugc cap, gia han gidy dang ky luu hanh tai Viét Nam -
Pot 122, mét hang nhu sau:

Tén thuong mai: Thudc ké don - Canvey

- Thanh phan, cau tao, cong thirc hda hoc, ham lugng tinh trén trong lugng:
MBoi vién chura:
Thanh phan hoat chat:
Metronidazole 225mg
Chloramphenicol 100mg
Nystatin 75mg (twong duong 330 000 [U)
Dexamethasone acetate 0,5mg
Thanh phan td dwoc: Chit béo bao hoa (Hard fat) vira da 2000 mg.
- Co ché hoat dong, cach thirc sir dung;:

Co ché hoat djng:

Canvey c6 thanh phan cong thirc phéi hop nhiéu hoat chét, do dé c6
tac dong diéu tri tai chd viém am dao do nhiéu nguyén nhan khac nhau nhu
nhiém nidm, nhiém khuan, nhiém ky sinh tring hodc nhiém nhiéu mam bénh
cung lac. Thude duge phodi hop:

+ Metronidazol 13 1 chat c6 pho hoat tinh khuan rong, c6 tac dun




diét khuan rong trén ca dong vat nguyén sinh nhu : amip, Giardia lambia va
trén vi khuan ki khi nhu Bacteroides, Fusobacteriuml...nhung Metronidazol
khong tac dong 1én hé vi khuén binh thuong ¢ 4m dao.Khi bi viém cb tir
cung, am dao do vi khuan, Metronidazol s& lam cho hé vi khudn 4m dao tré
lai binh thuong.

+ Cloramphenicol 1 khang sinh, c6 tac dung kim khuan, nhung c6
thé diét khuan ¢ néng do cao hoac d6i v6i nhimg vi khuan nhay cam cao.
Cloramphenicol {rc ché tong hop protein & nhimg vi khuan nhay cam bang
cach gin vao tiéu thé 508 cua ribosom.

+ Nystatin 1a khang sinh chéng nam dugc chiét xuét tir dich nuéi cay
nam Streptomyces noursei, ¢6 tdc dung kim ham hodc diét nam tuy thudc
vao néng d() va nhay cam cua nam, nhay cam nht la cac nam men va cé tac
dung rat tot trén Candida albicans.

Co ché tac dung: do lién két voi sterol clia mang té bao cac ndm nhay
cam nén nystatm lam thay déi tinh thdm cia mang tham. Nystatm cliing
dung nap tot ngay ca khi diéu trj lau dai va khong gy khang thudc.

+ Dexamethasone la fluomethylprednisolon, glucocorticoid tong hop
hau nhu khong tan trong nuoc. Cac glucocomcond tac dung bang cach gan
két vao thu thé & té bao, chuyén vi vao nhan té bao va ¢ do da tac dong dén
1 s6 gen duge dich ma. Cac glucocorticoid ciing con ¢6 mét s6 tac dung tryc
tiép, c6 thé khong qua trung gian gan két vao thu thé

Cach thuec su dung:

+ Céc truong hop nhiém khuan, nhiém nam, viém am dao do nguyén
nhan hén hop, dit 1 vién dan 1 lan 1 ngay (truée khi di ngu). Thoi gian
trung binh cua diéu tri 1a 10-12 ngay

+ Trichomonas 4m dao cén thiét phai tiép tuc tang thoi gian diéu tri tai
ché thém 10-12 ngay

+ Phong nhiém nam 4m dao: 1 vién vao budi t6i trong 7-10 ngay
- Thong s6 ki thuat:
+ Quy céach déng gbi: Hop 2 vi x S vién dat am dao mau vang nhat, thuén
dai, hinh vién dan.
- Quy trinh san xudt: san xuét theo tiéu chuan chat lugng nha san xudt cia
nha méay dat WHO-GMP theo quy trinh sau: chudn bi thiét bi va can
nguyén liéu (gom duge chit va cac ta dugc) theo cong thire da quy dinh;
dun chay ta dugc nén; nghlen min va phéi hop duge chat vao khdi ta dugc;
khudy déu tao hdn hgp dong nhat; rét vao khuon dinh hinh; lam nguéi dé
dong rin; thao khuén, kiém tra chét lugng theo tiéu chuan IPC va dong goéi
bao quan bing bao bi phu hop MGi 2 vi x 5 vién duge dong vao mdt hdp
carton cung voi to hudng dan str dung.
- Cong dung theo thiét ké: Vién dat am dao cé chi dinh dleu tri nhiém khuén
hon 'hop tai @m dao, viém am dao kém theo huyet trang, ngra do nhiém
khuan va nam, viém am dao do Trichomonas, viém dm dao do nguyén nhén




hon hop, phong nhiém nam dm dao

Ky, md hiéu, chung loai: Nha san xuat: Farmaprim Ltd (Pja chi: 5
Crinilor street, Village Porumbeni, Criuleni
reg., MD-4829, Moldova)

thudc nhém 30.04 “Thudc (trir cac mat hang thugc nhom 30.02, 30.05 hoac
30.06) gom cdc san pham da hodc chwa pha trén ding cho phong bénh hodc
chita bénh, da duoc dong goi theo liéu lwong (ké ca cdc san phcfm thuoc loai
diing dé hap thu qua da) hodc lam thanh dang nhat dinh hodc dong géi dé bdn
le”, phan nhom 3004.20 “- Loai khac, chira khang smh , phan nhom “- -
Chita tetracylin hodc chloramphenicol hodc cdc dan xuaf ciia ching:”, ma s
3004.20.79 “- - - Loai khac” tai Danh muc hang hoa xuat khau, nhap khau Viét
Nam.

Khong co

Thong bao nay c6 hiéu luc ké tir ngay ban hanh.
Cuc truong Cuc Hai quan thong bao dé Cong ty ¢6 phan Xuat nhap khau
Y té Viét Nam biét va thuc hién./. g~

Noi nhin: TL. CUC TRUONG

- Cong ty c¢d phan Xuét nhap khau Y té V|¢t Nam  KT. TRUONG BAN NGHIEP VU THUE HQ
(138 Giang Vo, Phuomg Giang V4, thanh pho Ha

Noi,);
- PCT. Nguyén Thanh Hung (dé bao cao);
- Céc Chi cuc hai quan khu vuc (dé thyc hién);
- Chi cuc Kiém djnh hai quan;
- Céng thong tin dién tir Hai quan (Van phong);
- Luu: VT, NVTHQ-PL-Uyén (3b).

W

* Ghi chi: Két qua xdc dinh treée ma so trén chi cé gid tri sic dung doi véi 16 chiec, cé nhdn da giri dé
nghj xdc dinh tricdc ma so.
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