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Hop 1 tuyp 20 vién sti

EFEROXOL 30

Ambroxol hydroclorid 30 mg

Thanh phan: Méi vién sti c6 chira:  Dé xa tam tay clia tré em.
Ambroxol hydroclorid .......... 30 mg Doc kyj hudng dan st dung
TAdUGC ... VA T VIEN trudc khi dung.

Chi dinh, chéng chi dinh, liéu diing, Béao quan: Noi kho réo, trénh
cach dung va céc théng tin khac: anh sang, nhiét d6 dudi 30°C.
Xem t& hudng dan st dung. Tiéu chudn: TCCS.

Hép 1 tuyp 20 vién shi

EFEROXOL 30

Ambroxol hydroclorid 30 mg
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S6 16 SX/ Lot.No.:
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San xuét tai:

Céng ty CP Dugc Vat tuY té Ha Nam

Cum CN Hoang Béng, Phudng Hoang Déng,
Thixa DuyTién, Tinh Ha Nam, Viét Nam.
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Tuyp 20 vién shi

EFEROXOL 30

Ambroxol hydroclorid 30 mg

onaj.

Thanh phan: Mé&i vién sui cd chifa: Déxa _tém tay C'-'lka tff? em.
Ambroxol hydroclorid ......... 30 mg Docky hudng dan st dung
e VA 1 VD truéc khi dung.

NLIVAD

dANLNYHN

Tadugc....eeee... o
Bao quan: Noi kho rdo, tranh . ~
anh sang, nhiét do dudi 30°. d:

S6 DK/ Reg.No:: San xuat tai:

S6 16 SX/ Lot.No.: Céng ty CP Dugc Vat tu'Y té Ha Nam

Ngay SX/ Mfg.Date: Cum CN Hoang Péng, Phudng Hoang

HD/ExpDate: Péng, Thixad DuyTién, Tinh Ha Nam,

Viét Nam.
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Hoép 1 tuyp 10 vién sui

EFEROXOL 30

Ambroxol hydroclorid 30 mg

Dé xa tdm tay cla tré em.
Boc k§ huédng dan s dung
trudc khi duing.

Thanh phan: Mbi vién sti cé chia:
Ambroxol hydroclorid .......... 30mg
Ta dUGC ..oovvemrrererrrerceeeseeneenne: VA 1 VIEN

Chi dinh, chdng chi dinh, liéu diing, Bao quan: Nai khé rdo, tranh
cach dung va cic théng tin khac: anh séng, nhiét d6 dudi 30°C.
Xem t& huéng dan st dung. Tiéu chudn: TCCS.

~

Hop 1 tuyp 10 vién sui

dOH NYHN

EFEROXOL 30

Ambroxol hydroclorid 30 mg

~

OH NYHN

S6 DK/ Reg.No:

S6 16 SX/ Lot.No.:
Ngay SX/ Mfg.Date:
HD/Exp.Date:

REM]

San xuat tai:

Cong ty CP Dugc Vat tuY té Ha Nam

Cum CN Hoang Déng, Phudng Hoang Béng,
Thixa Duy Tién, Tinh Ha Nam, Viét Nam.
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Tuyp 10 vién sui

Ambroxol hydroclorid 30 mg 5
ik . i = =
Thanh phén: M3i vién stii c6 chia: ~ D€xa tam tay cuia tre em. > g
Ambroxol hydroclorid ........ 30mg Boc ky hudng dan sif dung Z o)
Tadugc........ ...vd 1 vién trudic khi dang. — -
=, =
Bao quan: Ndi kho rdo, tranh =< =
g : ia i =)
anh sang, nhiét do dudi 30°. _C'é-
S8 DK/ Reg.No.: San xudt tai: mh
56 16 SX/ Lot.No: Cong ty CP Dugc Vat tuY t€ Ha Nam ’ a
Ngay SX/ Mfg.Date: Cum CN Hoang Déng, Phudng Hoang
HD/Exp.Date: Péng, Thi xa Duy Tién, Tinh Ha Nam,
Viét Nam.
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EFEROXOL 30

San xudt tai:

Cong ty CP Dugc Vat tuY té Ha Nam

Cum CN Hoang Déng, Phudng Hoang Béng, Thi xa
Duy Tién, tinh Ha Nam, Viét Nam

Hép 10 vi x 4 vién shi

EFEROXOL 30

Ambroxol hydroclorid 30 mg

Thanh phéan: M&i vién sti co chifa:
Ambroxol hydroclorid ......... 30 mg
JLE 1 [ T OA— vd 1 vién

Chi dinh, chéng chi dinh, liu diing - céch diing,
va cac théng tin khdc: xem t& hudng dan st dung.

56 DK/ Reg.No.:
oo NI
Ngay SX/ Mfg.Date:

HD/Exp.Date:

Hop 10 vi x 4 vién sai

EFEROXOL 30

Ambroxol hydroclorid 30 mg

Pé xa tdm tay cla tréem.

Boc ki hudng dan st dung trude khi ding.
Bao quan: Noi kho rdo, trénh anh sang,
nhiét dé dudi 30°C.

Tiéu chudn: TCCS.

EFEROXOL 30

EFEROXOL 30

Ambroxal HCI
Effervescent
Tablet

B * Caing ty CP Duge VAt tuY 1 Ha Nam

EFEROXOL 30

Ambroxol HCI

Effervescent
Tablet

@ * Cong ty CP Duige Vit tu'¥ 16 Ha Nam

EFEROXOL 30

AT

Ambroxol HCI
Effervescent
Tablet

3c VAL tu'Y té Ha Nam

EFEROXOL 30

——

mbroxol HCI

Effervescent
Tablet

y CF Duige VAt LY 1 Ha Nam




EFEROXOL 30

S&n xuét tai:

Céng ty CP Dugc Vat tuY t& Ha Nam

Cum CN Hoang Béng, Phuding Hoang Béng, Thi xa
Duy Tién, tinh Ha Nam, Viét Nam

NHAN HOP + Vi XE

Hoép 5 vi x 4 vién shi

EFEROXOL 30

Ambroxol hydroclorid 30 mg "
EFEROXOL30 | ! |EFEROXOL 30
i AEX
Ambroxol Hel| 1 Ambroxol HCI
. Effervescent " Effervescent
-.--_ Tablet 1 Tablet
'
1

" Cong ty CP Duige VAt Y

Thanh phdn: M&i vién sdi cé chira:
Ambroxol hydroclorid ......... 30 mg - -
Ta dugc .

1
Chi dinh, chdng chi dinh, liéu diing - cach diing, EFEROXOL 30 "
va cac théng tin khac: xem t& huédng dan s dung. 1
y oo |
S8 DK/ Reg.No.: -
SR 165X/ LotNas __h _ ___ __— ____ —__ :___ Ambroxol HCI| 1 Ambroxol HCI
Ngay SX/ Mfg.Date: Effervescent 1 Effervescent
HD/Exp.Date: Tablet [] Tablet
1
, - L 1| 2
Hép 5 vi x4 vién shi B * Cong ty CP Duoc Vat tu ¥t HA Nam ] g ty CP Dugc Vit tuY t& Ha Nam
1

EFEROXOL 30

Ambroxol hydroclorid 30 mg

Dé xa tdm tay clia tré em.

BPoc ky hudng dan sit dung trude khi diing.
Bao quén: Noi khé rdo, tranh dnh séng,
nhiét do dugi 300C,

Tiéu chudn: TCCS,

EFEROXOL 30
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San xuét tai:

Céng ty CP Dugc Vat tuY t€ Ha Nam

Cum CN Hoang Béng, Phudng Hoang Béng, Thi xa
Duy Tién, tinh Ha Nam, Viét Nam.

Hop 3 vi x 4 vién shi

EFEROXOL 30

Ambroxol hydroclorid 30 mg

Thanh phan: Mai vién sul cé chifa:
Ambroxol hydroclorid ........ 30 mg
Ta dugc e VO 1 VIER

Chi dinh, chdng chi dinh, liéu ding - cach diing,
va céc thong tin khéc: xem to hudng din st dung.

EFEROXOL 30

56 DK/ Reg.No.:

56 16 SX/ LotNo:
Ngay SX/ Mfg.Date:
HO/Exp.Date:

NHAN H

Hop 3 vi x 4 vién shi

EFEROXOL 30

Ambroxol hydroclorid 30 mg

Dé xa tdm tay clia tré em.

Boc kit hudng dan sir dung trudc khi diing.
Bao quan: Noi khé rdo, tranh énh sang,
nhiét dé dudi 30°C.

Tiéu chudn: TCCS.

/ltrungtamthuoc.com/

EFEROXOL 30

EFEROXOL 30

Ambroxol HCI

Effervescent
Tablet

B® Cang ty CP Duge VAL 1 Y 16 HA Nam|

EFEROXOL 30
AET

Ambroxol HCI

Effervescent
Tablet

ty CP Duge VAL tu Y 1 HA Nam

EFEROXOL 30
HETT

Ambroxol HCI

Effervescent
Tablet

EFEROXOL 30

Ambroxol HCI

Effervescent
Tablet
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San xuét tai:

Cong ty CP Duge Vit tu'Y té€ Ha Nam

Cum CN Hoang Déng, Phuting Hoang Déng, Thi xa
Duy Tién, tinh Ha Nam, Viét Nam.

EFEROXOL 30

Hop 2 vi x 4 vién sai

EFEROXOL 30

Ambroxol hydroclorid 30 mg

Thanh phén: Mbi vién sl c6 chia:
Ambroxol hydroclorid .......
i T [T,/ — vd 1 vién

Chi dinh, chéng chi dinh, liéu ding - céch ding,
va céc théng tin khac: xem t3 huéng din sird ung.

S8 DK/ Reg.No.:

Ngay SX/ Mfg.Date:

HD/Exp.Date:

Hép 2 vi x 4 vién sai

EFEROXOL 30

Ambroxol hydroclorid 30 mg

Dé xa tam tay cla tré em.

Boc ki hudng dan str dung trudc khi ding.
Béo quan: Noi kho réo, tranh anh sang,
nhiét dé duéi 30°C.

Tiéu chudn; TCCS.

EFEROXOL 30

EFEROXOL 30
AETTR

Ambroxol HCI
Effervescent
Tablet

8 * Cong ty CP Duge VAt tu Y 16 Ha Nam

EFEROXOL 30

TR

Ambroxol HC|

Effervescent
Tablet

¥ Cong ty CP Duge VAt tu'Y 1€ HA Nam,

EFEROXOL 30

Ambroxol HCI
Effervescent
Tablet

CP Dugc VAL Tu Y 16 Ha Nam

EFEROXOL 30

30 mg

Ambroxol HCI

Effervescent
Tablet

e V3L LU Y té Ha Nam
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stz dung truce khi ding

EFEROXOL 30

(Ambroxol hydroclorid 30 mg)
1. TEN THUOC
EFEROXOL 30

2. THANH PHAN

MBbi vién sui chira:

AbEoR0] HSAPOCIOTIL: .o viin seaiubinmssninahundugie 30 mg
T4 dugc c6 tac dung da biét: Lactose, cdc mudi natri

P4 biét danh sach ddy du céc ta dugc, xem phén 6.1.

3. DANG BAO CHE

Vién sui.

Vién sti mau tréng dén tring nga, canh va thanh vién lanh 1n, c6 vach chia & giira, bé doi
chia vién thanh 2 phan bing nhau.

4.DUQC LAM SANG
4.1 Chi dinh
Tiéu chit nhdy dudng ho hip, ding trong céc trudng hop:

Bénh cép va man tinh dudng hé hép c6 kém tang tiét dich phé quan khong binh thudng, dic
biét trong dot cAp ctia viém phé quan man, hen phé quéan do thudc 1am 161 loan qua trinh hinh
thanh va vin chuyén chét nhay.

4.2 Liéu ding va cach dung

Liéu dimg

Nguoi I6m va thanh thiéu nién tir 12 tudi

- Trong 2-3 ngdy d%il{, thudng udng 1 vién/lan x 3 1an/ngdy (twong ing véi 30 mg Ambroxol
hydroclorid/lan x 3 lan/ngay)

“ % M a
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- Sau d6, ubng 1 vién/lan x 2 lin/ngay (twong img v6i 30 mg Ambroxol hydroclorid/lan x 2
lan/ngay).

3 lidu danh cho ngudi 16n, hiéu qua c6 thé ting 1én bing cach dung lidu 2 vién/lan x 2
lin/ngay (twong tmg v6i 60 mg ambroxol hydroclorid/lin x 2 lan/ngay).

Tré em tir 6 dén 12 tuéi

- Thudng ubng ¥ vién/Ian x 2-3 1An/ngay (twong dwong véi 15 mg ambroxol hydroclorid/lan
x 2-3 lan/ngay).

Thuéc khong duge chi dinh cho tré em dui 6 tudi do thuée chira ham lugng hoat chit cao.
Bénh nhdn suy thdn hodic suy gidm chirc ndng gan ndng

RAt th@{l trong khi ding thudc (tirc 12 kéo dai khoang thai gian giira cac 1in ding thudc hodc
giam lieu dung).

Cach dung

Khong tu y sir dung thudc qua 4 — 5 ngay ma khéng co y kién ctia bac si.

Thudc ding duong udng, uong thudce trong hodc sau an.

4.3 Chong chi dinh
Qué man véi hoat chit hodc véi bt ky ta duge nao dugc liét ké trong phén 6.1.

Loét da day ta trang tién trién.

4.4 Than trong

P c6 béo cdo vé cac phan \ng da nghiém trong nhu ban do da dang, héi chimg Stevens-
Johnson (SJS) / hoai tir biéu bi nhiém ddc (TEN) va mun ban dang myun mii c4p tinh (AGEP)
lién quan dén viéc st dung ambroxol hydrochloride. Do do, trong trudng hop c6 cic trigu
chimg hogic ddu hidu phét ban tién trién (d6i khi két hop véi mun nudce hogc ton thuong niém
mac), nén ngirng diu trj bing ambroxol hydrochloride ngay lap tirc va héi ¥ kién béc si.
Thén trong khi ding thudc trong trudong hop rdi loan chitc ning van dong phé quan va lugng
dich tiét 16n (vi du trong treong hop bénh hiém gip héi chimg 16ng mao 4c tinh) vi céc chét
bai tiét ¢ thé duge tich tu.

Trong trwdng hop suy thin ning, céc chit chuyén héa ciia ambroxol s& bj tich tu.

Than trong ta dugc:

MBJi vién sui c6 chira khoang 7,83 mmol natri (hay khoéng 180,06 mg natri). Than trong khi
dung cho bénh nhan c6 ché d6 an han ché natri.
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Thubc cé chira lactose, than trong d6i v6i bénh nhén c6 rdi loan dung nap galactose va
fructose, thiéu men lactase hodc kém hép thu glucose-galactose.

Thubc khéng chi dinh cho tré em dudi 6 tudi do thubc chira ham lugng hoat chit cao. Céc
loai thudc khac c6 ham lwong hoat chét thip hon phi hop cho céc dbi tugng nay.

Cén chu y véi ngudi bi loét dudng tiéu héa va cac trudng hop ho ra mau, vi ambroxol ¢6 thé
lam tan cac cyc dong fibrin va lam xuét huyét tr& lai. Chi didu tri ambroxol médt dot ngén,
khoéng d& phai thim kham lai.

4.5 Twong tic thubc

Khi két hop ambroxol véi céc thudc chéng ho (thubc giam ho), phan xa ho bj han ché c6 thé
din dén su tich ty nghiém trong chét bai tiét, do d6, chi dinh didu tri phdi hop niy can dugc
dic biét than trong.

4.6 Kha nang sinh sian, phu nit cé thai va cho con bu

Phu nir c6 thai

Chua c6 du dit lidu vé viée st dung thubc & phu nit mang thai. Piéu nay thuong duge ap
dung cho dén tudn thir 28 cia thai ky. Ambroxol khong cho thdy bét ky tac dung giy quai
thai nio trong cac nghién ciru trén dong vat (xem 5.3). Thudc chi nén dugc sir dung trong
thoi ky mang thai, dic biét 14 trong ba thang d4u, sau khi d4 can nhéc cin than giita cic rii
ro va lgi ich.

Phu nit cho con b

O dong vat, ambroxol vao dugc sita me. Do chua ¢é du kinh nghiém dung thudc trén nguoi,
thuoc chi nén dugce sir dung trong théi ky cho con bu sau khi dé can nhéc can than 1¢i ich-rui
r0.

4.7 Anh hwéng dén kha niing i xe va vin hanh may méc

Thubc khong 4nh hwdng dén kha ning 14i xe hodc vin hanh méay méc.

4.8 Tac dung khéng mong mudn

Céc tan s6 sau dugc sir dung 1am co s¢ dé danh gia cac tac dung phuy:
Rét thuong gip (> 1/10)

Thudng gip (> 1/100 dén <1/10)

NN
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ft gdp (> 1/1.000 dén <1/100)

Hiém gip (> 1/10.000 dén <1 / 1.000)

Rit hiém gip (<1 / 10.000)

Khéng xé4c dinh (khong thé wéc tinh dwoc tn sudt tir dit liéu c6 sin).
R6i loan chung

ft gap: st

Réi loan hé théng mién dich

Hiém gip: phan ng qui mén

Khéng x4c dinh: phén tmg phan vé bao gdm séc phén vé, phu mach va ngira
Réi loan da va mé duéi da

Hiém gip: phét ban, may day

Khéng xac dinh: Phan tmg trén da nghlem trong (bao gdm ban do da dang, h¢i ching
Stevens-Johnson / hoai tir biéu bi nhiém déc va mun ban dang myn mu cép tinh)

Puong tiéu hda

It géip: budn noén, dau bung, nén mira

Béo céo céc tdc dung khéng mong muon

Viéc bao cdo cac tac dyng khéng mong mudn sau khi thude dwrgc phé duyét 13 rat quan trong.
N6 cho phép tiép tuc theo di danh gia loi ich / rii ro coa thuoc Céc chuyén gia chim séc
strc khoe duge yéu cau bao céo bit ky tac dung khéng mong muén nao t6i:

Trung tdm DI &ADR Qudc gia
13 - 15 Lé Thanh Tong, Ha N6i
Website: www.canhgiacduoc.ore.vn

4.9 Qua lidu

a) Céc triéu chimg qué liéu

Céc triéu chimg nhiém ddc nghiém trong chua dugc quan sét thiy trong truong hgp dung qua
liéu Ambroxol. Tinh trang bon chdn va tiéu chay trong thdi gian ngén di duge béo cdo.

Ambroxol dung nap t6t khi dung dudng tiém véi mirc liéu téi 15 mg / kg / ngay va khi dung
dudng udng véi mirc lidu téi 25 mg / kg / ngay.

Trong trudmg hop qua lidu, c6 thé xdy ra tri¢u ching tang tiét nuéc bot, nén khan, nén mira
va gidm huyét ap.

2\
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b) Cac bién phép diéu trj trong trudng hop qué lidu

Céc bién phép khan cip, ching han nhu gay non va rira da day, thuong khong dwoc chi dinh
va chi nén xem xét trong trudng hop qua lidu. Piéu trj tridu chimg dwgc khuyén céo.

5. CAC PAC TiNH DUQC HQC

S.1 Pic tinh dwge luwe hoc

Nhém duge Iy: Thube long dom

M3 ATC: RO5CB06

Ambroxol, thudc nhém benzylamine, 14 mét chit chuyén héa cia bromhexine. N6 khac véi
bromhexine & chd khéng c6 nhém methyl va ¢6 nhém hydroxyl & vi tri para trén vong
cyclohexyl ctia dong phén trans. Mic di co ché hoat dong ctia n6 van chua dwoc 1am sing
to hoan toan, nhung tic dung tiéu chit nhy va long dom di dugc chimg minh trong nhidu
nghién ciru khac nhau.

Trung binh, tac dung xay ra sau 30 phit sau khi uéng va kéo dai 6-12 gio, tuy thudc vao lidu
ding méi 1an.

Trong céc nghién ciru tién 1am sang, né lam tang ty 1€ tiét dich phé quan. Bing cach giam d¢
nhét va kich hoat biéu mé co long, viéc loai bo chét nhz‘?ly sé& duoc thuc dfiy.

Ambroxol kich hoat hé théng chét hoat dong bé mit thong qua tac dong truc tiép vao céc té
bao phé nang loai II va céc té bao Clara trong khu vuc duong thé nho.

N6 thiic ddy sy hinh thanh va loai trir chét hoat dong bé mit trong céc khu vuc phé nang va
phé quan cua phéi thai nhi va ngudi 16n. Nhitng tac dung ndy da dugc chimg minh trong qua
trinh nuoi cé"ty t& bao va thir nghiém ir vivo & cic loai khac nhau.

Hon nifa, tac dung chéng oxy hda ctia ambroxol di duoc tim thfiy trong cac nghién ciru tién
14m sang khéac nhau. Tac dung nay khéng dugc ngoai suy vé mét 1am sang.

Sau khi sir dung Ambroxol, ndng dd cia khang sinh amoxicillin, cefuroxime, erythromycin o7t
va doxycycline trong dom va dich tiét phé quan ting 1én. T4c dung nay khéng dwgc ngoai o
suy vé mit lam sang. eT
VAT

N/

5.2 Déc tinh dwgc djng hoc

(

P

(:

Ambroxol thu.'o‘ng dugc hap thu hoan toan sau khi uong Tmax sau khi uong 1a 1-3 gio. Sinh
kha dung tuyét dbi ctia ambroxol giam khoang 1/3 14n khi ding dudng uéng do chuyén héa
qua gan 1in diu. Pidu ndy din dén cic chit chuyén héa (v1 du: acid dibromanthranilic,
glucuronid) c6 thé thai trir qua thdn. Lién két véi protein huyét twong la khoang 85% (80-

90%). Thoi gian ban thai cudi cing trong huyét tvong 14 7-12 gid. Téng thoi gian ban thai
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trong huyét twong ciia ambroxol va céc chét chuyén héa ciia né 12 khoang 22 gid.
Ambroxol di qua dich nfo tity, nhau thai va bai tiét vao sita me.

90% bai tiét qua than dudi dang cac chit chuyén héa. Dudi 10% bai tiét qua thin duéi dang
ambroxol khong thay d6i.

Do lién két véi protein cao va thé tich phéan bd rong khz‘ip cling nhu sy phan b lai cham tir
mo vao mau, nén sy thai trir cia ambroxol khi ap dung cac phuong phap loc mau hodc bai
niéu cudng bic khong dang ke.

Trong bénh gan niing, dd thanh thai ciia ambroxol giam 20-40%. Trong rdi loan chirc ning
thén ning, s€ c6 sy tich tu cac chét chuyén héa ciia ambroxol.

5.3 Dix liéu an toan tién 1am sang

Khéng ap dung.

6. CHI TIET SAN PHAM
6.1 Danh muc ta dwoc

Lactose, manitol, acid citric khan, natri hydrocarbonat, saccharin sodium, simethicone,
hydroxypropyl methyl cellulose E6, huong cam, polyethylen glycol 6000, natri benzoat.

6.2 Khong twong thich
Khong ap dung

6.3 Han sir dung
36 thang ké tir ngdy san xuit.

6.4 Luu y dic biét trong bao quan
Noi khé rao, tranh anh sang, nhigt 46 dudi 30°C.

6.5 Quy cach dong goi
Hop 1 tuyp 10 vién, hop 1 tuyp 20 vién.

Hop 2 vi, 3 vi, 5 vi, 10 vi, vi 4 vién.

J&l

Y.C
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Kém huéng dan sir dung.

6.6 Luu y dic biét dé tiéu hiy

Khong c6 yéu cau dic biét.

6.7 Tiéu chuin chit lrgng
TCCS

7. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CP DUQC VTYT HA NAM
hi x4 Duy Tién, Tinh Ha Nam, Viét Nam

&2 4}6

Cum CN Hoang Dong, Phuong Hoang-Hig




