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R Prescription drug

Oral solution

PIROXOL

DROP

Ambroxel hydrochloride
15 ma/ml

4

L

- Acute exacerbation of chronic
bronchitis

- Bronchiectasis

- Asthama bronchitis

- Bronchial dysfunction

= Box 1 bottle 20 ml

MAU NHAN DANG KY

PIROXOL

DROP
Composition: Fach mil contains:
Ambroxo! HCl .. 15 mg
Excipients €q.10 . 10

Indication, contraindication,
dasage, administration and
other information:

see the leaflet enclased.

Specification: In-house.

Storage: Store in a dry place,
pratected from light, termpar-
ature below 30°C,

Mot for injection
Keep out of reach of children
Read the leaflet carefully
before use

Manufactured by:

Ha Mam Medicines J5C
Hoang Dong Industrial Zone,
Duy Tien, Ha Mam,

R Thuéc ke dan

Dung dich uéng

PIROXOL

DROP

Ambroxol hydroclorid
15 ma/ml

K o

- Dot ciip cla viém phé quan man
- Gién phé quan

- Viém phé quén dang hen

- Hen phé quan cé réi loan bai tiét

Hop 1lo 20 ml

NVARRIME

PIROXOL

DROP

Thanh phan: Ml ml ¢6 chia:
Ambroxal HC| .15 mg
Ta dueic v U s 1ml

Chi diinh, chéng chi dinh, liéu
dung, cich ding vd ddc
théng tin khéc:

¥em té huding dan s dung.

Tiéu chudn: TCCS

Bao quan: Nai khé rdo, trénh
4nh sang, nhiét dé dudi 30°C,

Khéng duge tiém
Bé€ xa tm tay rdem
Boc ki hudng din sirdung
trudc khi ding

L& SX/ Lot No, :
NSX/ Mfg. Date :
HD/ Exp. Date

San xudft tal:

Céng ty CP Dupe VTYT Ha Nam
Cym CN Hoang Biéng, Duy Tién,
Ha Narn,

S0 PK: VD-x006-x%

|

huiding dan st dung

sctn

ding

Khbng duge tikm
Béxatimizyéem
Ha Nam.

DROP
Armbietd bydrodorid
1S mg/ml

e PIROXOL

Sn: MBI

Thinhph
Arbronal HC
udn: Noi khd 1dg, trinh

ding, céch ding va céc thing
Hog
#nh sdng, nhigt &g dud 30°C.

tin khde:

Xemn tit husdog d3n sirdung.

Tiku chudn; TOCS.

T duge vitadd .. 1ml
Chl dinh, chéng chi dinh, li¥u
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mx Preszription drug
Oral solution

PIROXOL

DROP

Ambroxol hydrochloride
15 mg/ml

- Acute exacerbation of chronic
brenchitis

- Bronchiectasis

- Asthama brenchitis

- Bronchial dysfunction

%  Box1 bottle 30 ml

MAU NHAN PANG KY

PIROXOL

DROP
Composition: Each ml cortains:
Ambraxol HC| . 15mg
Excipients 8. 10w 1 MI

Indication, contraindication,
dosage, administration and
ather information:

See the leaflet enclosed.

Specification: In-house,

Storage: Store inoa dry place,
protected from light, termpar-
ature below 30°C,

Not for injection
Keep out of reach of children
Read the leaflet carefully
before use

Manufactured by:

Ha Nam Medicines JSC
Hoang Cong Industrial Zone,
Cray Tien, Ha Nam,

R Thudc ki don

Dung dich uéng

PIROXOL

DROP

Ambroxol hydroclorid
15 mg/ml

e

' 4

- Bagt cap cla viém phé quan man
- Gidn phé quan

-Viém phé quan dang hen

- Hen ph& quéan cé réi loan bai tiét

Hoép 1lo30ml

iy

PIROXOL
DROP

Thanh phin: Mdi ml cé chita:
Ambroxol HCl .. 15 mg
Tadugevimdd e T

Chi dinh, chéng chi dinh, lléu
ding, céch ding va cic
théng tin khéc:

Xam t& hudng dan sl dung.

Tidu chufn: TCCS

Bdo quan: Nol khd rdo, trénh
anh sdng. nhigt dé dudi 30°C,

Khéng dugc tiém
Bé xa tarn tay tré em
Boc ky hudng dan st dyng
trude khidang

L& S¥/ Lot, Mo. :
NSX/ Mfg. Date:
HD/ Exp. Date :

Sdn xult tak:

Céng ty CP DUgC VTYT Ha Nam
Curm CN Hoang Bang, Duy Tien,
Ha Nam.

5/ CoNgTYCP \
h m DUGC VATTU Y TE
.nv HA NAM

Khang dugc tiém
Péxatimtaytidem

Tt PIROXOL

Taduge virdd, . 1ml

jhusng din 50
o il

DROP
Ambrowel bydrocionid
g

=

145X/ Lot No.:
HOf Exp.Date :

25

ZT 3 ’
g 3
L~ g
2555 &

Cum CH Hodng Dbna, Duy Titn,

Ha Name

Cong ty CP Dukgc

Béo quin: Nal kha rda, trinh

anh s3ng, nhiét 66 dudi 30°C.

56 DK: VDo 2x.

Lo 30m|
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Wx Prescription drug

Oral solution

PIROXOL

DROP

Ambroxol hydrochloride
15 mg/ml

)

e

- Acute exacerbation of chronic
bronchitis

- Bronchiectasis

- Asthama bronchitis

- Bronchial dysfunction

%  Box1 bottle 50 ml

MAU NHAN PANG KY /& coervee

(=(ouge virtuy e

PIROXOL

DROP

Compesition: Each ml contains:
AmBroKol HCl e 15mg

Excipients eq. 10 ... 1 ml

Indication, contraindication,
dosage, administration and
other information:

See the leaflet enclosed,

Specification: In-house.

Storage: Store in a dry place,
protected from light, termpar-
ature below 30°C,

Not for injection
Keep out of reach of children
Read the leaflet carefully
before use

Manufactured by:

Ha Nam Medicines JSC
Hoang Dong Industrial Zone,
Dury Then, Ha Nam.

Re Thudc ké don

Oung dich udng

PIROXOL

DROP

Ambroxol hydroclorid
15 mg/ml

£

E

-Pot c5p etia viém phé quan man
o O
-Viém u ng

-Hen v__u_m am.m... ¢é r8i loan bai tiét

b Hop 110 50ml

(LIEULED

PIROXOL

DROP
‘Thanh phin: MSi ml ¢é chida:
Ambroxo] HCl . 15 mg
Tadugcvim dd....... e 1ml

Chi dinh, chéng chi dinh, liéu
diing, cidch ding va cic
théng tin khic:

Xem 1 huging dan s dung.

Tidu chudn: TCCS

Béo quan: Nal khd rdo, trdnh
4nh sang, nhiét dé dudi 30°C.

Khéng duge tiém
BE xa thm tay tré em
Boc kf hudng dan sit dung
trudic khi ding

L& 5X/ Lot. No.
NSX/ Mfg, Date:
HD/ Exp. Date :

Sén xudt tail:

Cong Ty CF Dugc VTYT Ha Nam
Ciam CN Hoang Béng, Duy Tien,
Ha Mam.

56 DK: VD-xxxx-xx

\Rad .

O\

-c‘..
o__
k-]

Khbng duge tiém
Bénta:f:yuéem
Bac kg huéng d3n s dyng

Yl

Thinh phin: M3 milco chde:

Ambioxel HO —..— 15
Taduocviadd. . —

PIROXOL
DROP

L6 SX/ Lot No.:
HDJ Exp. Date :

S3nwulittal:

Cng ty CP Dugc VIVT Ha Ham
Cym CN Hoang Béng, Duy Tién,

Ha Nam.

Chl dinh, ¢hing chl dinh, I
dﬁng.dcidnnuvlu!:thdng

tin khic

¥emti hudng din sitdyng.

Tidu chudn: TCCS.

Bao qudn: Nai khd rio, trdnh
anhsing, niét 4 dudi 30°C.
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MAU NHAN PANG KY

R Prescription drug

Cral solution

PIROXOL

DROP

Ambroxol hydrochloride
15 mg/ml

S

- Acute exacerbation of chronic
bronchitis

- Bronchiectasis

- Asthama bronchitis

- Bronchial dysfunction

Box 1 bottle 100 mi

PIROXOL

DROP

Compasition: Each mi contains:
AMBIOXAl HC| v smeeeesssense 15 MG
Excipients eq. Tml

Indication, contraindication,
dosage, administration and
other information:

See the leaflet enclosed,

Specification: in-hause,

Storage: Store in a dry place,
protected from light, termpar-
ature below 30°C,

Nat for injection
Keep cutof reach of children
Read the leaflet carefully
before use

Manufactured by:

Ha Mam Medicines JSC
Hoang Dong Industrial Zone,
Duy Tien, Ha Nam.

Wn Thudc ké dan

Oung dich uéng

PIROXOL

DROP

Ambroxol hydroclorid
15 mag/ml

2

o

- Bgt c3p cla viém ph& quin man
- Gian phé quan

- Viém phé quin dang hen

- Hen phé& quan <6 i loan bai tiét

Hop 1lo 100 ml

(RN

PIROXOL

DROP
Thanh phin: M&i m| ¢é chua:
ArBroxol HC| s 15 Mg
Té duge vira G0 mmmsssessen. 1 M

Chi djnh, chéng chi dinh, lisu
dung, cach ding va cac

Xem td huédng din sirdung.
Tiéw chudin: TCCS

Bio quan: Noi khd rdo, trdnh
4nh sang, nhidétdd dudi 30°C,

Khéng dugc tigm
B€ xa tdm tay tré em
Boc k§ huding din sit dung
trudic khi dung

Ld SX/ Lot No. @
NSX/ Mfg. Date:
HD/ Exp. Date :

Shn xudt tal:

Céng ty CP Duge VTYT Ha Nam
Cum CN Hoang ©6ng, Duy Tién,
Ha Mam,

S& DK: VD-x00¢-x%

PIROXOL
DROP

15mg
—

Thanh phin: Méi ml cd cha:

Ambroxol HOY
Taducevimdi

Khin titm
Mn%u&m
khi diing

CP D NTYT Ha Nam
Hodng Béng, Duy Tién,

HOY Exp. Date =
Sdnxudttgi:
Comeh
Cum !

Ha Mam.

LOSK Lot Moz

Aol bydiocond
15ma/ml

>

TR
2
wm 3 ¢ ma_
%4 £ 3

i i

56 DK: ¥Droeexx

Lo 100mi
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PIROXOL DROP

nbroxol hydroclorid 15 mgiml)

' DUGC VATIU Y TE
HA NAM

PIROXOL DROP
Cte dfiu hitu lwa y va lhuyén cdo Ichi ding thude
BDoc ki neeng dén sic dung tricde khi ding
Dé xa tam tay tré em
' Thanh phin céng thire thude
M&i ml dung dich ¢6 chira:

Ambroxol hydroclorid ..o 15,00 mp.

T4 duge gdom: Citric acid monohydrat, methyl paraben, propyl paraben, sucralose, sodium

hydroxide, nude tinh khiét.

Dang bao ché

Dung dich udng.
Dung dich déng nhét, d& udng, khéng xuat hién cac tiéu phén la.
Chi dinh

Bénh cap va man tinh & dudng hd hap c6 lién quan dén sy ting tiét bat thudng cua dich

phé quan va sy vén chuyén chit nhay bi suy giam nhur:
- Dot cftp cia viém phé quan man.

- Gién phé quan.

- Viém phé quan dang hen,

- Hen phé quan c6 réi loan bai tiét.

Cich dung, li¢u diing

Cach diing

Co6 thé pha loding dung dich thude v&i mrde, nude ép trai cdy trude khi ding.
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Lieu lreong |

I X
Tré em dudi 2 tuoi:

Yo ml / 1an (10 giot/ldn), 2 lin/ngdy (tvong duong véi 15 mg ambroxol hydroclorid/ngay).

Dém giot trire tiép hodc sir dung dung cy phin liéu kém heo va trang lai biing nude sau

khi st dung.

Tré em tir 2 - S tudi:

Y ml/lan (10 giot/lan), 3 lan/ngay (tuong duong véi 22,5 mg ambroxol hydraclorid/ngay).

A - + £ 4 A <A B . o .
Peém giot tryre ticp hodc sir dung dung cu phéan liéu kém theo va trang lai bing nude sau

khi str dyng.

Tré em Wr 6 - 12 (uoi:

I mli/lAn (20 giot/lan), 2 - 3 lan/npay (tuong duong véi 30 — 45 mg ambroxol
hydroclorid/ngay).

Ngudi 1on va thanh thi€u nién tr 12 tubi trd 18n:

- 2 - 3 ngay daw: 2 ml/an (40 giot/lan), 3 lan/ngay (twong duong véi 90 mg ambroxol
hydroclorid/ngay).

- Nhimng ngay sau: 2 ml/ldn (40 giot/lan), 2 lin/ngay (tuong duong véi 60 mg ambroxol

hydroclorid/ngay).

Chfmg chi dinh

Ambroxol hydroclorid khong nén dugce sir dung trong cac trudmg hop:

- Mén cam vai ambroxol hydroclorid hodic bit ky thanh phin nao cta thude.
- Thude chi duge sir dung cho tré dudi 2 tudi theo chi din ctia bic si.

Cinh bao va thin trong Ichi dung thude

DA ¢6 bio cho vé cae tic dung phu trén da nghiém trong nhu ban do da dang, héi chimg
Steven-Johnson (SJS), hoai (it biéu bi nhiém ddc (TEN) va muyn ban dang mun mu cf“'tp tinh
(AGEP) lién quan dén vige str dyung ambroxol hydroclorid. Do dd, trong trudng hop ¢o
tridu chimg hoic ddu hiéu cia phat ban tién trién (déi khi két hop véi mun nuée hojic tdn
thuwong niém mac), nén ngirmg dicu tri baing ambroxol hydroclorid ngay ldp tire va hoi y

kién bac s¥.




https://trungtamthuoc.com/

Piroxol Drop nén duge sir dung thin trong trong trudng hop suy giam chire ning phé quan
va lugng dich tict 16n (vi du trong hdi chimg dudmg mét dc tinh hiém gap) vi cé thé déan

dén nguy co tic nghén.

Trong trudmg hop suy gidm chire ning thdn hodic suy gan nang, chi sir dyng Piroxol Drop
. e . h 3 . ~ A yo . £ . . . : 5 i .
sau khi hoi y kién cua bac sy. DOI vai cace thuoe co qua trinh chuyén hda & gan va thai trir
~ e - . P ¢ A A . ¥ . ' v .
qua thén, s& c6 sir tich Iy cac chét chuyén héa cia ambroxol hydroclorid & gan & ngudi

suy than nang.

Canh bao ta diroc

Do thude c6 chira methyl paraben va propyl paraben nén cé thé gdy ra phan (ng di (mg.
Siv dyng thude cho phy nir ¢6 thai vi cho con bi

Phu nit co thai

Ambroxol hydroclorid qua dwge hang rao nhau thai. Cdc nghién ciru tién ldm sang khéng
chi ra tac hai true tiép hode gidn tiép ddi vai viée mang thai, sy phat rién clia phai thai/
thai nhi, kha ning sinh hofic su phat trién sau sinh.

Céc nghién ctru lam sang sau tuan thir 28 cua thai ky khong cho thiy bang chirng vé tac
dung c6 hai dbi v&i thai nhi. Tuy nhién, cén tudn thi cic bién phap phong ngira thong
thuong lién quan dén viée str dung thude cho phu nir mang thai. Piroxol Drop khéng duge
khuyén khich str dung, diic biét Ia trong ba thang diu cta thai ky.

Thai ky cho con bii

Trong cac nghicn ctru trén dOng vit, ambroxol hydroclorid vao duge siva me. Str dung trong,

théi ki cho con bii khéng duoc khuyén cdo.
Kha néing sinh san

v ¢ s a ’ v A ~ \ ~ ¥ » . . . A - .y A A ¥
Cac nghién ciru tien |dm sang khong chi ra tac dung co hai tryc tiép hodc gian tiép dén kha

nang sinh san.
i 4 ol -‘. -~ - - 5 r I
Anh huong cia thuoce 1én kha nang lii xe, viin hinh may mac

Khong c6 bing chimg vé dnh hudng cta thude dén kha nang l4i xe va siv dung may méc,

cac nghién ciru trong (mg chua dugce thye hién.
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Twong tie, twong ky cita thube

Thude giam ho: Khi phdi hgp ambroxol hydroclorid véi cae thude chdng ho ¢6 thé din dén
tic nghén dudmg hé hip do han ché phan xa ho. Do dé viée sir dung phbi hop chi nén duge

chi dinh sau khi déanh gia dﬁy du rui ro va lgi ich trén bénh nhan.

Téac dung khéng mong mudn

Nhitmg thuit ngir sau diy duge dimg dé phén loai cic tac dung phu dya trén tin sudt;
Rl thudmg gip: >1/10;

Thudng gip: 21/100 va < 1/10;

It giip: >1/1000 va < 1/100;

Hiém gap: >1/10000 va<1/1000;

RAt hiém gap: <1/10000;

Khéng xac dinh: Khéng du bing chimg dé két luan.

Réi loan hé Ihrfng mién dich

Hiém gép: Phan tmg qua mén.

Khéng xac dinh: Phan émg phan vé bao gdm sbc phan vé, phit mach va ngira.
R6i loan da vé niem mac

Hiém gdp: Phat ban, ndi mé day.

Khong xac dinh: Tac dung phu trén da nghiém trong : ban do da dang, hdi chimg Steven-

Johnson/hoai tir biéu bi nhiém dée va ban dang mun mu cfip tinh.
Réi loan hé than kinh

Thuong giip: Réi loan vi gidc.

Réi loan hé tiéu hod

Thudng gip: Budn nén, khé nudt.

it gap: Nén mira, tiéu chay, khé tidu, dau bung, khé'miéng.
Hiém gap: Kho hong.

Rét hiém giip: Téo bon.
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Réi loan hé hdp

Thudong gap: Viém hong.

Khéng xac dinh: Khé thé (mdt tridu chimg ctia phan img qua mén).

Khec

it gap: Sél, di ing da va niém mac.

Do thude cé chira methyl paraben va propyl paraben nén cé thé gay ra phan (mg di img,

Bdo cdo céc tac dung khong mong mudn

Viée bio cdo cic tie dung khéng mong mubén sau khi thude duge phé duyét 1a vt quan
trong. N6 cho phép liép tuc theo dai ddnh gid loi ich / rai ro cha thude. Cac chuyén gia

chiim soc sire khoe duge yéu ciu bao céo bit ky tac dung khéng mong mudn ndo 1Gi:
Trung tim DI & ADR Qubc gia.
13 - 15 Lé Thénh Tong, Ha Néi.

Website: www.canhgiacduoc.org.vn

IA e rd
Qua liéu va cach xir tri

Cho dén nay, chwra ¢6 triéu chimg cy thé ndo cuia qué liéu duge bao cao. Cac trig¢u chimg
quan sat duge do qud lieu ngu nhién hodic két hop thude tring véi cac tic dung phu cé thé

xdy ra & liéu khuyén cdo va o thé cén didu tr tricu chimg.
Pic tinh dwoge lwe hoe

Nhém diege ly: Thuoe long dom.

Ma ATC: ROSCBOG.

Céc nghién ctru tién 1dm sang da chi ra ring ambroxol hydroclorid lam tang ty 1€ tiét dich
phé quan. Ambroxol hydroclorid ciing lam ting san xudt chit hoat dong bé mit b‘fmg céch
tdn cong true tiép vao cac té bao phé nang loai 2 va cic té bao Clara trong khu vye cia
duwomg dén khi nho va kich thich hoat déng cia biéu mé ¢6 16ng mao. Nhimg tic dung ndy
din dén giam d¢ nhot cta chat nhay va cai thién qua tinh van chuyén chat nhdy (thanh
thai chét nhﬁyj. Tac dung cai thién sy thanh thai chét nh?'liy da duge chimg minh trong cac

nghién ctru lam sang vEé duge ly.
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Vige ting bai tiét cac dich nhay va ting kha niing loai bo chat nhiy clia niém mac, hd g
lam long dérm va tao diéu kién cho phan xa ho.

i T i % . S £ Wi % o
Nghién ctru in vitro cho thay ambroxol hydroclorid ¢6 tac dung chong viém. Sur giai phéng
cytokin cia cdc (€ bao don nhin va da nhin trong mau va mé da giam dang ké trong nghién
ctru in vitro khi str dung ambroxol hydroclorid.

. a o - A A - » . . T .
Ambroxol hydroclorid lam ting dang ke nong d¢ cua khang sinh amoxicillin, cefuroxime,
erythromycin va doxycycline trong dérm va dich tiét phé quan. Nén cha ¥ dén trong tic
3 . i
nay khi diéu trj lam sang.
Dac tinh dwge dong hoc
Hap thu

Ambroxol hydroclorid hip thu nhanh va hoan toan sau khi uéng dang giai phéng nhanh,
tuyén tinh trong gidi han liéu diéu tri. Néng do dinh trong huyét twong dat duge trong vong
1-2,5 ity sau khi udng cdc dang giai phéng nhanh va trong vong 6,5 gier dbi vai cde dang,
giai phong cham.

Sinh kha dung tuyét déi sau khi udng mét vién 30 mg la 79%. Vién nang giai phong kéo
dai cho higu qua trong duong 95% (tinh theo lidu) so véi vién nén ¢é ciing hoat chét (liéu

60 mg/ngay, 30 mg/lan x hai lin/ngay).
Phén bo

Ambroxol hydroclorid phén bd nhanh va rong khap (r mau t6i cdc moé, nong dd cao nhat

ctia hoat chit 1 & phdi. Thé tich phén bd sau khi udng 1a 552 lit.

Trong gi6i han licu diéu tri, thude lién két voi protein huyét twong khoang 90%.
Chuyén hda va thai tric

Khoang 30% liéu ding dwong udng bj thai trir boi sw chuyén héa 1in diu.

Ambroxol hydroclorid dwge chuyén héa chii yéu & gan bing phan (mg lién hop vai acid
glucuronic va thiy phén thanh acid dibromanthranilic (khoang 10% liéu dung). Cac nghién
clru rén microsome gan ngudi di chi ra ring CYP3A4 chiu trach nhiém chuyén hoa

ambroxol hydroclorid thanh acid dibromoanthranilic.

Ba ngay sau khi udng, khoang 6% ambroxol hydroclorid & dang ty do va khodng 26% duo6i

dang két hgp dugce thai tri.

3 _/r/-.;ff

N
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Thei gian ban thai cudi ciing ctia ambroxol hydroclorid khodng 10 gid. 'l“ﬁng dd thanh thai

trong khodng 660 ml/phat, véi d6 thanh thai qua than la khodng 8% tdng do thanh thai.

Sau 5 ngay, co khodang 83% Iéng lidu ding (duge danh diu phéng xa) duge thdi trir qua

mrére tiéu.
Déi hepng dge biél

G nhimg bénh nhédn bi 16i loan chirc ning gan, sy thai trir cta ambroxol hydroclorid bi
giam. Piéu nay din dén ndng do trong huyét tuong cao hon khoang 1,3-2 lin. Do hoat chit

. + ge A = ~ A < A . 1 - A
cO pham vi diéu tri rOng, khéng céan thiét diéu chinh liéu.

Duge déng hoe cia ambroxol hydroclorid trén 1dm sang khong bj anh huang boi tudi hodc

gidi tinh. Do d6, khéng cén thiét didu chinh liéu.
Thire &n khéng anh hudng dén sinh kha dyng ciia ambroxol hydroclorid.
Quy cich dong goi

Hop 1 chai 20 ml, 30 ml, 50 ml, 100 ml, kém dung cu phin lidu.

Didu kign bdo qudn, han ding, tiéu chuin chit lvgng cia thude )-n
*

Diéu kién bdo quen: Noi kho rao, tranh anh sang, nhiét dd dudi 30°C.
Han diing: 24 thang ké tir ngay san xuiit, 60 ngay sau khi ma nép.
Tiéu chudn chat liromg clia thuoe: TCCS.

Tén, dia chi ciia co s& sin xuit

f CONG TY CP DUGC VAT TU Y TE HA NAM

=(DUdc VAT Y 1E):




