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LICH SU THAY DOI THONG TIN SO DANG KY

VN- Drenoxol Ambroxol
21986- hydrochlorid
19 30mg/10ml

Cong ty dang ky
Dia chi cong ty dang ky, nwéc dang ky
Céng ty san xuét

Dia chi céng ty san xuét, nuwdc san xuét

VN- Drenoxol Ambroxol
21986- hydrochlorid
19 30mg/10ml

Thay dbi, bd sung ndi dung ctia t& hwéng dan st
dung va mau nhan

https://dichvucong.dav.gov.vn/congbothuoc/index#!#portlet_tabb144634

Cuc Quan ly Duwoc - Bo Y té

SODANGKY  QUYETBINH/CONG VAN PHE D

30mg/10ml 220/QP-QLD 16/04/2019 Dot 102 bs Siro uéng Hop 20 6ng 10ml

céng ty TNHH Thwong mai Nam Béng
S6 2, ngd 164/117 phé Vwong Thira Vi, P. Khwong Trung, Q. Thanh Xuan, Ha Ni, Viét Nam
Faes Farma Portugal, S.A.

Rua Elias Garcia 28, Venda Nova, Amadora, 2700-327, B4 Bao Nha

SODANGKY  QUYETBINH/CONG VAN PHE DUYET

30mg/10ml 220/Qb-QLD 16/04/2019 Dot 102 bs Siro uéng Hop 20 éng 10ml

Hwéng dan st dung va mau nhan da dwoc duyét Huwéng dan s dung va mau nhan dé nghi thay dbi.

NSX

NSX
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VN-  Drenoxol Ambroxol 30mg/10ml 220/QP-QLD 16/04/2019 Dot 102 bs Siro uéng Hép 20 6ng 10ml NSX
21986- hydrochlorid

19 30mg/10ml

Céng ty dang ky €éng ty TNHH Thuong mai Nam Déng
Dia chi cong ty dang ky, nwéc dang ky S6 2, ngd 164/117 phé Vuong Thira Vi, P. Khwong Trung, Q. Thanh Xuan, Ha Noi, Viét Nam
Coéng ty san xuét Laboratorios Vitoria, S.A.
Dia chi cong ty san xuét, nwéc san xuét Rua Elias Garcia, 28-Venda Nova, 2700-327 Amadora, B4 Dao Nha

Lic 19/04/2019 13:57 Hé théng thay dbi thong tin - Ly do: SOPANGKY  QUYET DINH/CONG VAN PHE D
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3/17/25, 3:14 PM

VN- Drenoxol Ambroxol
21986- hydrochlorid
19 30mg/10ml

Cong ty dang ky
Dia chi cong ty dang ky, nwoc dang ky
Coéng ty san xuat

Dia chi céng ty san xuét, nwéc san xuat

https://dichvucong.dav.gov.vn/congbothuoc/index#!#portlet_tabb144634

Cuc Quan ly Duwoc - Bo Y té

30mg/10ml 220/Qb-QLD 16/04/2019 Dot 102 bs

Co6ng ty TNHH Thwong mai Nam Déng
S6 2, ngd 164/117 phd Vwong Thira Vi, P. Khwong Trung, Q. Thanh Xuan, Ha Noi, Viét Nam
Laboratorios Vitoria, S.A.

Rua Elias Garcia, 28-Venda Nova, 2700-327 Amadora, B4 Dao Nha

Hop 20 éng 10ml

3/3



PON PANG KY THAY POI
(Thay d6i nhé chi yéu ciu théng bso)
A. Théng tin vé san phim
1. Tén thude/nguyén liéu lam thudc: Drenoxol
2. Hoat chét, ndng d6/ham lugng: Ambroxol hydrochlorid 30mg/10ml.

3. Dang bao ché: Siro ubng

4. Sé dang ky: VN-21986-19 Ngay cap: 16/04/2019 Ngay hét han: 16/04/2024
5. Tén co s& san xuat: Laboratorios Vitéria, S.A Nuéc san xuat: Bd Dao Nha

B. Phén loai thay ddi, bé sung
Loai TPBS Ma tham Loai TPBS Ghi cha
chiéu/Tén

Cbng bd biét duge gbe| O
Thay dbi 16n O Cbong bd sinh phdm

tham chiéu =
Thay d6i nho 0 Cbng bd twong duong 0
(c6 phé duyét) sinh hoc
Thay ddi nho X MiV-N9 Cap nhat cdp nhat O
(thong bao) thong tin thude

C. Chi tiét vé co s& ding ky da dwoc duyét
1. Tén co s& ding ky: Cong ty TNHH Thwong mai Nam Pdng

2. Pia chi: S5 nha 2 ngs 164/117, phd Vuong Thtra Vii, phuong Khuong Trung, quén Thanh
Xuan, Thanh phd Ha Noi, Viét Nam

3. Dién thoai: (+84) 24.35680947

4. Tén vin phong dai dién tai Viét Nam (d6i v6i co s& diang ky nuée ngoai): Khong ap dung
D. Mb ta ndi dung thay dbi (kém theo 1y do thay d6i)

MiV-N9: Thay déi tén va cich ghi dia chi cia co s san xuit thudc thanh phim

Theo yéu cau cta nha san xut va théng nhét voi thdng tin trén gidy ching nhin GMP ban méi
nhét con hiéu luc, chung t6i xin thay ddi tén va cach ghi dia chi ctia co s& san xuét thudc thanh
phim nhu sau:

Tén va dia chi ci Tén va dia chi méi
Laboratérios Vitoria, S.A Faes Farma Portugal, S.A.
Dia chi: Rua Elias Garcia, n.° 28, Amadora, | Pia chi: Rua Elias Garcia 28, Venda Nova,
2700-327, Portugal Amadora, 2700-327, Portugal

b. Tai liéu ky thuidt ndp kém theo quy dinh

- Giay chimg nhan GMP véi tén va dia chi m&i ctia nha san xuat.




- Gidy x4c nhén cta co quan c6 tham quyén vé viéc doi tén va thay ddi cach ghi dia chi ma dia
diém san xuat khong thay doi doi véi thudce san xuat tai nudce ngoai.

- Gidy ching nhan du di€u kién kinh doanh thudc cta co s& san xuat voi tén va/hodc dia chi
mai doi véi thude san xuat trong nude: Khong ap dung.

- Bang so sanh ndi dung di dwoc phé duyét véi ndi dung dé nghi thay ddi.
Tai li¢u dinh kém khdc:

- Pon dang ky thay ddi.

- Ban sao gidy dang ky luu hanh thubc tai Viét Nam.

- Cong van sé 13612/QLD-PK ngay 12/08/2019 ctia Cuc Quan 1y Duge v& vide ddng y giai
trinh tén va dia chi co s& san xuét thude.

- Bang so sénh noi dung da duoc phé duyét véi ndi dung d& nghi thay ddi (ndop kém don/@arg N
ky thay dbi). i

y thay doi) 6
E. Tuyén b ciia co sé diing ky

Co s& dang ky cam két da kiém tra, ky déng ddu vao nhitng phin lién quan & tit ca cac
ndp trong hd so nay va xac nhan 13 day 1a cac gidy to hop phap, noi dung la ding su that. Néu
c6 su gid mao, khong dung su that co s& dang ky chiu trach nhi€m va s& bi xir ly theo quy dinh
cua phép luat.

Ngay 08, thang 03 ndm 2024

GIAM BOC



CUC QUANLYDUQC  CONG HOA XA HQI CHU NGHIA VIET NAM

VAN PHONG Doc lap - Tu do - Hanh phuc

GIAY BIEN NHAN HO SO PE NGHI THAY POI, BO SUNG
THUOC NGUYEN LIEU LAM THUOC

Tén Cong ty diing ky:Cong ty TNHH thwong mai Nam Pong
Cuc Quén Iy Duoc da tiép nhén cac hd so diing ky thudc ciia Cong ty nhuw

sau.
STT Tén thudc Mai tiép nhén Ghi chu
669¢e/2024/NN
1 Drenoxol TTo1
Ho so' da np bao gom:
STT Noi dung
1 [H0 so hanh chinh
1.1 |Cong van dinh chinh, thay ddi co so san xuat, dia chi san xuat thudc
1.2 |Ho so can ndp (D) MiV-N9:

1.3

Giafly chirng nhan GMP hoac CPP véi tén va/hoac dia chi médi cua nha san
xuat.

1.4

Gidy x&c nhan cta co quan co tham quyen vé viéc d6i tén va/hoac thay d6i
cach ghi dia chi ma dia diém san xuat khéng thay d6i di véi thube san
Xuat tai nudc ngoai.

1.5

Glay ching nhan du dleu kién kinh doanh thudc clia co so san xuit voi tén
va, hodc dia chi méi ddi véi thude san xuat trong nude.

1.6

Bang so sanh noi1 dung da duoc phe duyet v6i noi dung dé nghi thay d6i

1.7

Hb so dinh kém dé nghl thay do1/bo sung thong tin Thay do6i tén va cach
ghi dia chi cta co s san xuét thudc thanh pham

2

Tai liéu khac

2.2

Pon ding ky thay doi.

2.3

Ban sao gidy dang ky luu hanh thudc tai Viét Nam.

24

2.5

Bang so sanh ngi dung da duoc phé duyét véi ndi dung dé nghi thay do6i
(ndp kém don ding ky thay doi)




Ha N¢i, ngay 11 thang 03 nam 2024
J
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Quach Thi Thu Quyén



BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tw do - Hanh phiic
Sb: 23031e/QLD-BK Ha Néi, ngay 21 thang 08 nam 20 24
V/v thay d6i, bd sung dbi voi thube
da duogc cap GbKLH

Kinh gtri: Céng ty TNHH thuong mai Nam Pdng
Pia chi: S6 nha 2 ngb 164/117, phé Viong Thira Vii, phwong Khirong Trung,
Qudn Thanh Xudn, Thanh phé Ha Ngi, Viét Nam

Tra 10 hd SO s tiép nhan sO 76001/TT91 ngay 6/2/2024 va cac tai liéu lién quan
ctia €Ong ty vé viéc thay ddi, b sung déi voi thude da dugc cap gidy ding ky luu
hanh;

Can ctir Théng tu sb 08/2022/TT-BYT ngay 05/9/2022 ctia B Y té quy dinh
viéc dang ky luu hanh thude, nguyen liéu lam thudc;

Can ctr Bién ban tham dinh ho so thay d6i/bd sung cia cong ty, Cuc Quén ly
Duoc c6 ¥ kién nhu sau:

Bong y véi ndi dung dé nghi thay d6i, bo sung duoc phé duyét kém theo cong
van nay do6i voi thude Drenoxol, s6 dang ky VN-21986-19.

Ngoai ndi dung dugc phé duyét, cac ngi dung khac giit nguyén nhur ho so ding
ky thude luu tai Cuc Quan 1y Dugc.

Cac noi dung thay doi, bo sung néu trén duoc thyc hién ké tir ngay ky cong van
nay. Riéng ndi dung thay do6i, sau 12 thang ké tir ngay ky cong van ndy, cong ty
phai thyc hién theo ndi dung thay d6i da duoc phé duyet Cuc Quan ly Dugc thong
bao dé cong ty biét va thuc hién dung cac quy dinh vé dang ky luu hanh thudc.

Noi nhn: KT. CUC TRUONG
-Nhu trén; PHO CUC TRUONG
- Cuc trudng (de€ b/c); e

- Luu: VT, DKT ().

fiilguyén Thanh Lam



T& huéng dan st dung thube

DRENOXOL

1. TEN THUOC: DRENOXOL

2. CAC DAU HIEU LUU Y VA KHUYEN CAO
KHI DUNG THUGC

Pé xa tdm tay tré em.
Poc kj hwéng dan st dung trwée khi dung.
3. THANH PHAN CONG THU’C THUOC

Thanh phén hoat chat:

Ambroxol hydrochloride 0,3%

(30 mg ambroxol hydrochloride trong 10 ml sird).
Thanh phan té duoc: Propyl p-hydroxybenzoate,
Methyl p-hydroxybenzoate, Propylene glycol,
Acid citric, dung dich Sorbitol 70%, hwong dau,
nwéc tinh khiét.

4. DANG BAO CHE

Dang bao ché: Siro udng.

M6 ta: Dung dich trong sudt, nhét, khéng mau.
5. CHi BINH

Pé diéu tri cac bénh cap va man tinh clia dudng
hoé hap co lién quan dén su tiét bat thwong cla
phé quan va sy van chuyén chat nhay bi suy
gidm, dic biét la viem phé quan man, viém phé
quén dang hen va hen phé quan.

6. CACH DUNG VA LIEU DUNG

Thuéc dung dwéng udng. Khong duoc tiém.

Nguwdi Ién: Liéu trung binh 30 mg (1 éng) x 2 - 3
lan/ngay.

Tré em:

- Trén 5 tudi: 15 mg (1/2 éng) x 2-3 lan/ngay.
- Khéng dung cho tré dwéi 5 tudi.

Cach dung:

Bé gay dau 6ng thuéc va rét nwéc thude thang
vao trong miéng.

Nén dung thuéc vao bira an.

7. CHONG CHi BINH
Khéng dung DRENOXOL trong cac trwéng hop:

- Di ng v&i ambroxol hodc véi bat cir thanh
phan nao khac cua thudc.

- Phan &ng qua man cé thé xay ra khi dung bat
ky mét loai thudc nao.

- Bénh nhan bj loét da day ta trang.

8. CANH BAO VA THAN TRONG KHI DUNG
THUOC

Cha y dé phong:

Viéc st dung mét thudc tiéu nhay hay tan dom
c6 thé dan dén sy suy giam tinh nhay va ting sw
tbng xudt dom qua hoat dong cta I&p vi léng
biéu mé duwdng hdé hap hodc qua phan xa ho.
Trong trwong hop ho c6 dom, nén lam tang sw
bai xuat dom qua khac d&m va ho.

Nhitng chat tiéu nhay cé thé lam mét tac dung /
bdo vé cla |I&p niém nhay cla da day, vi vay nén
than trong khi dung ambroxol cho nhitng bénh|
nhan bj loét da day.

Nén than trong & nhirng bénh nhan bi suyén.

Thén trong ldc dung:

* Nhitng bénh nhan bi suyén va/hoac bi bénh hé
hap n&ng va nhirng bénh nhan yéu src, vi phan
xa ho yéu hon nén cé nguy co tdc nghén dudng
thé, dé la hau qua cua viéc gia tang lwveng dom
duorc bai tiét va khéng thé téng xuét ra ngoai.

« Nhitng bénh nhan mac ching khé tiéu nén
dung thubc sau bira an.

* Nhi*ng bénh nhan nhay cam hon, dac biét khi
duoc khuyén céo dung liéu cao, cé thé sé bi tiéu
chay vi hoat tinh thadm th&u cla sorbitol.

+ Sir6 DRENOXOL chtra sorbitol. Néu ban dwoc
bac s§ clia ban cho biét 1a ban c6 van dé vé viéc
dung nap mét it loai dwérng nao dé nén hdi y kién
bac sy trwdc khi dung thude nay.

- Sir6 DRENOXOL chtra paraben. Thudc cling cé
thé gay nhirng phan ¢ng di ing (c6 thé co nhirng
phan rng cham).



+ Bénh nhan suy gan va/hodc suy than cé thé
gidm chuyén hoa va/hodc thai trlr ambroxol dan
dén tang néng d6 thudc trong mau. Vi vay co thé
can nhéc viéc giam liéu dung thuéc & nhirng déi
twong nay.

9. S’ DUNG THUOC CHO PHU NI CO THAI
VA CHO CON BU

Mac du cac nghién clru trén déng vat cho thay
thubc khéng gay quai thai nhwng ngudi ta ciing
khuyén cao khong nén dung DRENOXOL trong
ba thang dau cla thai ky.

Ambroxol di qua nhau thai va tiét vao stra me. Do
con thiéu cac nghién clru vé viéc diing ambroxol
trong thai ky va trong th&i ky cho con bu, do dé
chi nén dung DRENOXOL sau khi than trong can
nhic gitta nhi*ng loi ich cla viéc diéu tri va
nhi*ng nguy co c6 thé xay ra.

10. ANH HUONG CUA THUOC LEN KHA
NANG LAI XE, VAN HANH MAY MOC

O ndéng do6 binh thuwéng, DRENOXOL khéng anh
hwédng dén tinh trang nhan thic hodc sw tap
trung chd y, do d6 khéng lam han ché dén kha
nang lai xe hay van hanh may mac.

11. TWONG TAC, TWONG KY CUA THUOC

Théng bao ngay cho bac s§ hay duwgc sy clia ban
biét néu ban dang uéng hay vira ubng nhirng
thuéc khac, ké& ca nhivrng thude dwoc dung khdng
co toa cla bac s¥.

Dung ambroxol vé&i mét sé khang sinh
(amoxicillin, cefuroxim, erythromycin, doxycyclin)
c6 thé dan dén tang ndéng dé khang sinh trong
moé phéi.

Khong phdi hop ambroxol véi mét thudc chéng
ho (vi du codein) hodc mét thudc lam khé dom
(vi du: atropin): Phéi hop khéng hop ly

12. TAC DUNG KHONG MONG MUON CUA
THUOC (ADR)

Thuong gép (ADR>1/100)

Tiéu héa: Tai bién nhe, chi yéu sau khi tiém nhw
o néng, khé tiéu, déi khi budn nén,nén.

It gdp (1/1000<ADR<1/100)

Di &ng, chl yéu |a phat ban
Hiém gap (ADR<1/1000)

Phan (ng kiéu phan vé cép tinh, ning nhung
chwa chac chan la co lién quan dén ambroxol,
miéng khé va tang cac transaminase

Théng béo ngay cho bac sy hodc dwoc sy nhing
phén (ng cé hai gdp phéi khi stv dung thuéc.

13. QUA LIEU VA CACH XU TRi

Cho dén nay chua thdy cé bao cao vé cac triéu
trieng ngd ddc do dung thuéc qua liéu. Tuy nhién
néu co xay ra trwong hop nay, can xt Iy diéu tri
triéu chirng theo cac phac dé chung.

Khéng cé thudc diéu tri ddc hiéu. X tri nhw véi
céc trwdng hop ngd ddc thube khéc.

14. PAC TiINH DU'Q'C LU'C HOC

Ambroxol hydrochloride thuéc nhdm thuéc long s

dom. 1163480
4 SONG T
Ma ATC: RO5CB06 sy
Ambroxol hydrochloride 1a mét dan xuét cd IUONG |
y . xuat cla, .o

bromhexine, mét chat tan dom. Thubc kich thich’

tuyén nhdy tiét dich, va ct dot hé acidriyan-
. 5 A L X . 2 A Re——

glycoprotein trong dom nhay khién dom bét nhay

dinh hon. Ambroxol hydrochloride kich thich 16ng

nhay hoat dong va gia tdng kha nang lam sach

clia l6ng nhay, lam cho viéc khac dom lodng tré&

nén dé dang hon.

15. DPAC TINH DU'Q'C BONG HOC

Ambroxol dwoc hap thu nhanh chéng va gan nhuw
hoan toan sau khi uéng va dat néng do tbi da
trong huyét twong trong khodng tir 1 dén 3 gio.
Sinh kha dung tuyét déi giam khoang 1/3 sau khi
ubng, do bi chuyén héa lan diu qua gan.
Ambroxol khuéch tan nhanh tlr mau dén mé va
dat ndng dd cao nhét trong phdi. Thudc lién két
Vi protein huyét twong khodng 85% va thoi gian
ban thai cla thudc trong huyét twong tir 7 dén 12
gi. Ambroxol dwoc chuyén héa chi yéu & gan.
Céac san pham chuyén héa cta thudc (vi du acid
dibromoanthranilic va cac chat lién hop
glucuronid) dwoc dao thai chid yéu qua than (~
90%). Dwéi 10% thudc dwec dao thai qua than &
dang khéng chuyén hoa.



Thubc duwoc thai trr cham qua dwdng tham tach
hodc tiéu tién cwéng bach vi ambroxol gédn manh
VvGi protein & mé, thudc cé thé tich phan bd I6n
va thé tich tai phan bd tr mé vao mau it.

Trong trwéng hop suy gan nang, sw bai tiét
ambroxol giam ttr 20 dén 40%.

O nhirng bénh nhan suy than ndng, thoi gian ban
thai cac chat chuyén hda clia ambroxol kéo dai.

Ambroxol qua hang rao mau ndo va nhau thai,
thudc cling dwoc tim thy trong stra me.

16. QUY CACH PONG GOl
Hép 20 éng ubng, méi 6ng 10 ml.

17. PIEU KIEN BAO QUAN, HAN DUNG, TIEU
CHUAN CHAT LUVONG CUA THUGOC

BAO QUAN: Bdo quan noi khd mat, tranh anh
sang, nhiét d6 duwdi 30°C.

HAN DUNG: 30 thang ké tir ngay san xuét.
TIEU CHUAN CHAT LUONG: Nha san xuét.
18. TEN, BIA CHi CO SO SAN XUAT THUOC

CO SO SAN XUAT:

LABORATORIOS VITORIA, S.&°

& [Amad8ifd! 270 A
%| THUONG MAI |

Bia chi: Rua Elias Garcia, n.° 2
327, B4 Pao Nha.




DRENOXOL

Ambroxol hydrochloride 0,3%
(30 mg/10 ml sird)

( Hop 20 éng uéng, méi dng 10 ml
LABORATORIOS VITORIA, S.A.

Thanh phén: Co s& san xuét:

Ambroxol hydrochloride ...0,3% LABORATORIOS VITORIA, S.A.

g‘ao mg ambroxol hydrochloride tro Rua Elias Garcia, n.° 28 Amadora,
0 ml's ) 2700-327, Bb Dao N|

DNNK:

SBK:

Béao %uin' Béo quan nul kh& mat, Doc k9 hwéng dan sir
trénh anh- séng. nhlet d¢ duwéi 30°C. I; ﬁg
De xa tam tay tré em. /&
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TOXONINA

GIAM BOC

P Chict Guamg

DRENOXOL

Ambroxol hydrochloride 0.3%
(30 mg/10 ml syrup)

20 drinkable ampoules
LABORATORIOS VITORIA, S.A.

1'A%4SS8108

| Composition:

|
in antibacterial treatment of respiratory =) }
 infections, in the presence of bronchial ‘Manufactured by: v = i
hyperseoretion. ~ LABORATORIOSVITORIA,SA. |
| Keepoutofth ‘glmmd reach ofchlidnn. Rua Elias Garcia, n.° 28, Ar
Read the fol : 2700-327, Portugal.

{ Wllhgut mnﬂbl pnioviptlon.

|
a‘;‘m‘:&ﬁﬁﬁg&;‘gﬂ;‘&: ?\? Drinkable ampoules opened by tearing |
mi of syrup) manually. i ‘ l
Contains parabens and sorbitol. ‘Sforage: Keep In dry'and cool p,am' pm!m"LI?'

Posology and indications: mucolytic adjuvant from light, store below 30°C. y |

‘;,ﬁ A iag — | = - ~ :4|



BANG SO SANH NOI DUNG

HUONG DAN SU DUNG PA PUGC DUYET VA HUONG DAN SU DUNG PE NGHI THAY POI

Ghi chu:
Phéﬂehﬁ—gaeh—pgaﬁg ndi dung bo di trong t& huéng dan sir dung dwoc duyét.
Phan chit d6: noi dung thém vao trong t& huéng dan sir dung dé nghi thay dbi.
T& hwéng dan si dung dwoe duyét T hwéng din si dung dé nghi thay déi ﬂf;l );(Ti(})i
To huéng dan st dung thubc To hudng dén st dung thube Khong thay d6i thong
DRENOXOL ~ DRENOXOL -
3.;[_'I-£IANI-! I?HAN c()Ng; THUC THUGC 3. THANH PHAN CONG THU'C THUGC Thay dbi cach ghi

Hoat chét: Ambroxol hydrochloride 30 mg.
Ta duwoc: Propyl p-hydroxybenzoate, Methyl p-hydroxybenzoate,

Thanh phén hoat chét:
Ambroxol hydrochloride 0,3%
(30 mg ambroxol hydrochloride trong 10 ml sird).

ham luong hoat chét
theo ndng d6 % (khéi

Propylene glycol, Acid citric, dung dich Sorbitol 70%, huong Thanh phén té duoc: Propyl p-hydroxybenzoate, Methy! p- lurgmigithé tiehl) theo
dau, nwée tinh khiét. hydroxybenzoate, Propylene glycol, Acid citric, dung dich Sorbitol | quy dinh tai Thong tu
70%, hwong dau, nwéc tinh 34 23/2023/TT-BYT.
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