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Nazoster

0.05 % Nasal Spray
189/140 sprays

Mometasone furoate
monohydrate

Shake before
each use

WiV 24286
Formula:

Each spray gives 100mg suspension equivalent to

50 mcg of mometasone furoate anhydrous.

1 g contains 500 mcg Mometasone furoate (517.50 mcg as
Mometasone furoate monohydrate).

Name and address of manufacturer:

SANTA FARMA ILAG SANAYII A.$

GEBKIM Kimya Ihtisas Organize San. Bélgesi, Cerkesli Yolu
Uzeri, Erol Kiresepi Cad. No: 8, Dilovasi- Kocaeli, Turkey.
Read information leaflet before use.

Consult your doctor if you experience

any unexpected effect.

Store at room temperature below 30°C.

Keep out of sight or reach of children and

store in the package.

Do not freeze.

Prod. Date: dd/mm/yyyy

Ser Number: #i####

Exp. Date: dd/mm/yyyy
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Rx PRESCRIPTION DRUG

Nazoster

0.05 % Nasal Spray

18g/140 sprays

Mometasone furoate
monohydrate

Shake before
each use

INIRRIINN

Nazoster

Formula:
Each spray gives 100m:
suspension equival

TMicg of mometasone THANH PHAN:
furoate anhydrous. M8i lidu xit 100 mg hdn dich cé chiva:
1 g contains 500 mcg mometason furoat ... e
Mometasone furoate 18g/140 sprays (dui dang mometason furoat mon@rat)
(517.50 meg as CHi BINH, LIEU LVQNG, CACH DUNG,
Mometasone furoate Mometasone furoate | CHONG CHi BINH VA CAC THONG
monohydrate). monohydrate | TINKHAC:
® Read information Xem t& huéng dén sir dung kém theo.
leaflet before use. BAO QUAN:
® Consult your doctor Shake before | Trong bao bi kin & nhiét d6 phong dwdi 30°C.
if you experience any each use | Khéng lam déng lanh. Lic ky trudc khi dung.

unexpected effect.

® Store at room
temperature
below 30°C.

® Keep out of sight or
reach of children and
store in the package.

® Do not freeze.

® Shake before each use.
Name and address
of manufacturer:
SANTA FARMA ILAC
SANAYIIA.S
GEBKIM Kimya ihtisas Organize
San. Bolgesi, Gerkesli Yolu Uzeri,
Erol Kiresepi Cad. No: 8,
Dilovas! - Kocaeli, Turkey.

37mm x 37mm
Karton Cinsi:

I Pan.Black
I Pan.234

Rx PRESCRIPTION DRUG

Nazoster

0.05 % Nasal Spray

Nazoster

Thuéc ké don

Thuoc xit miii NAZOSTER 0.05%
Hép chra 1 o 18 g hén dich xit miii
(twong dwong 140 lidu xit)

$6 16 (Ser. Number), ngay san xuét

(Prod. Date), han dung (Exp. Date):

Xem trén nhén bao bi.

S0 déng ky (VN Reg. No): VN-###H#-##
Tiéu chuan chét lwong: Nha san xuét

Doc ki hutong dn st dung trube khi ding
Néu cén thém théng tin, xin héi y kién bac sj.
Dé xa tam tay cla tré em.

San xudt boi:

SANTA FARMA_|LAQ SANAYIIAS
GEBKIM Kimya ihtisas Organize San.
Bolgesi, Gerkesli Yolu Uzeri,

Erol Kiresepi Cad. No: 8,

Dilovasi - Kocaeli, Thé Nhi Ky.

DNNK: Céng ty CP Duoc Phdm Ha Noi-
170 La Thanh, Déng Da, Ha Noi

VN.N.N.S.03 Prod. Date: dd/mm/yyyy srset
Ser Number: #HHHH
Exp. Date: dd/mm/yyyy
x115mm

Laksiz Alan

I Pan.287

M Pan.process Cyan
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7 Moc nay chi diing theo don thuéc

NAZOSTER 0.05% Nasal Spray

(Hon dich xit miii mometason furoat 50 mcg/liéu)

( huémg dén sir dung trudc khi diing
Thong bdo ngay cho bdc sy hodc duoc st nhitng tdc dung khong mong muon gap phdi khi sir
dung thuéc

THANH PHAN VA CONG THUC THUOC:

Moi binh xit 18g hon dich (twong dwong 140 liéu xit) c6 chira:

Thanh phan hoat chat: mometason furoat (duéi dang mometason furoat monohydrat) 9,315 mg
Thanh phan td duwoc: cellulose phan tan 65 cps, glycerin, acid citric monohydrat, natri citrat
dihydrat, polysorbat 80, benzalkonium chlorid, phenylethyl alcol, nuéc khir ion.

~  DANG BAO CHE
Hc:)n dich xit mﬁi' 3
Hon dich mau trdng dong nhat khi lac, dung trong lo nhya (HDPE) véi dAu xit phan lidu.

CHI PINH:

T}luc‘)‘c xit miii Nazoster 0,05% duoc chi dinh dé sir dung & ngudi 16m va tré em tir 3 tudi tré 1én
dé di€u tri cac triéu ching clia viém miii di img theo mua hogc viém miii quanh nim .

Thudc xit miii Nazoster 0,05% dugc chi dinh dé diéu tri polyp miii & ngudi 16n tir 18 tudi tré
1én.

CACH DUNG, LIEU DUNG:

Sau khi xit thir 1an du tién, mdi liéu xit chira khoang 100 mg hdn dich monohydrat furoat,
lugng mometason furoat monohydrat twong duong véi 50 microgram mometason furoat. pis
Liéu ding:
Viém milii di ing theo mua hodc viém miii quanh ndm \
Nguoi Iom (bao gom ca bénh nhdn cao tuéi) va tré em trén 12 tudi: 0)
Liéu khuyén céo thong thudng 14 2 1an xit (50 microgram/lan xit) cho mdi 16 miii x 1 lan/ngay N
(tbng liéu 200 microgam).

Mbt khi da kiém soét dugc cac tridu ching, giam liéu xudng 1 14n xit cho mdi 15 miii (tdng liéu

100 microgam) c6 thé hiéu qua dé duy tri. s )

Néu c4c triéu chimg khong dugc kiém soét ddy di thi nén tang dén lidu toi da mdi ngay 1a 4 1an

xit cho mdi 18 miii x 1 1an/ngay (tdng liéu 400 microgam). Nén giam liéu sau khi kiém soét

dugc triéu chung.

Tré em tir 3 dén 11 tuéi: :

Liéu khuyén cdo thong thuong 14 1 lan xit (50 microgam/lan xit) cho mét 15 miii x 1 1an/ngay

(tdng lidu 100 microgam). e

Thudc xit miii Nazoster dd chimg minh mdt sy khéi phét tic dung déng ké vé mit 1am sang

trong vong 12 gio sau lidu dau tién & mdt sd bénh nhan bi viém mii di tng theo mua; tuy

nhién, loi ich ddy da cua diéu tri c6 thé khong dat duoc trong 48 gib dau tién. Do d6, bénh

nhan nén tiép tuc sir dung thuong xuyén dé dat duoc loi ich diéu tri day du.

Diéu tri bing thudc xit miii Nazoster c6 thé cin duoc bit diu mot vai ngay trude khi du doan

khoi diu mua phén hoa & nhitng bénh nhéan cé tién str tridu ching viém miii di Umg theo mua tir

trung binh dén ning.

Polyp miii
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LIS}I lfhuyén cao thong thuong ‘dé diéu tri polyp miii 1a 2 14n xit (50 microgram/lan xit) cho
moi 10 miii, 1 lan/ngay (tong lieu 200 microgam). Néu sau 5 dén 6 tuin didu tri, triéu 'chl'rng
khong duoc kiém soat ddy dit thi c6 thé tang lidu t6i 2 Ian xit cho mdi bén mii (50
microgram/lan xit) X 2 lan/ngay (tong lidu 400 microgam).

Liéu nén duoc chuan d6 dén murc liéu thip nhit ma tai dé hidu qua kidm sodt cdc triéu chimg
dugc duy tri. Néu khong c6 s cai thién triéu chimg duoc thiy sau 5-6 tudn didu tri véi licu
trinh 2 lan/ ngay, nén danh gia lai bénh nhan va xem xét lai phéc db diéu tri. . .
Céc nghién ciru vé hiéu ‘qua va an toan cua thudc xit miii Nazoster dé didu tri polyp miii 1a
trong khodng thoi gian bon thang.

Tré em:

Viém mili di ing theo mua ho#ic viém miii quanh nim

Sy an toan va hiéu qua ctia thude xit miii Nazoster & tré em dudi 3 tudi chua duogc x4c minh.
Polyp miii

Su an toan va hiéu qua cta thudc xit mili Nazoster & tré em va thanh thiéu nién dudi 18 tudi
chua duoc x4c minh.

Huéng din sir dung

1. Nhe nhang lic lo va bé ndp bao vé (hinh 1)

2. Nhe nhang 1am sach miii cta ban.

3. Bit mot bén miii déng thoi dua voi binh xit vao bén 16 mii con lai
(hinh 2). Giit binh thing trong khi dAu cta ban hoi nghiéng nhe vé phia
trudce.

4. Bit dau tho cham va xit thubc vao mii bing cach dung ngén tay
nhan binh mét 14n.

5. Tho ra bang miéng. Lip lai budc 4 vao 15 miii d6 1 1in nira (néu
dung 2 lidu xit mdi bén mii)

6. Bo binh xit ra khoi 16 miii va thd ra qua miéng.

7. Lap lai tir bude 3 dn budc 6 cho 16 miii con lai.

Sau khi sir dung, lau binh xit bang khin sach hoic khin gidy va dong
nap.

CHONG CHIi PINH:

M3n cam véi bat ky thanh phén nao ciia thube. ‘
Mometason furoat dang xit khong dugc dung khi ¢6 cac nhiém tring khu tri khong dugc diéu
tri & niém mac miii. .

Do tac dung trc ché cua corticosteroid trong viéc 1am lanh vét thuong, cac bénh nhan vira qua
phiu thuat miii hay chin thwong miii khong dugc dung corticosteroid dudng miii cho téi khi
lanh vét thuong.

CANH BAO VA THAN TRONG KHI DUNG THUOC: X

Mometason furoat nén dugc sir dung than trong & nhing bér}h nhén bi nhiém trang lao dang
tiém 4n hodc hoat dong, hoic nhiém virus toan than, vi khuan, ndm chua dugc diéu tri hodc
Herpes Simplex & mit. . .

Sau 12 thang diéu tri véi mometason furoat, khéng c6 bing chimg ve sy teo & ni€m mac mii,
mometason furoat c6 xu huéng phuc hdi niém mac miii tr& vé kiéu hinh mé hoc binh thudng.
Khi didu tri dai ngdy, bénh nhén str dung thudc xit miii mometason furoat trong vai thang hodc
lau hon phai duoc kiém tra dinh ky vé céc thay dbi c6 thé c6 & niém mac mii. Neu xuat hién
nhiém nam khu tra & miii hodc hong, cn ngung viéc dung thudc hodc c6 thé yéu céu dieu tri
thich hgp. Néu kich tmg miii hong kéo dai c6 thé yéu cau ngimg diéu tri véi mometason furoat
dang xit.

Trong cac thir nghiém 1am sang d6i chimg véi gia dugc trén bénh nhén nhi da dung 100
microgram/ngdy mometason furoat dang xit trong mgt nam, khong thay c6 hién tuong gidm tdoc

d0 16n cua tré.
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Nhiing bénh nhan dung corticosteroid rc ché mién dich manh nén dugc canh bao nguy co khi
t1ep xuc voi mot vai nhiém tring (nhu thily dau, séi) va tim quan trong cua viéc kham y khoa
néu txep xtc véi nhiém trung trén.
Rét hiém béo céo thung véch ngén hogc tang 4p luc ndi nhan sau khi sir dung corticosteroid xit
bén trong mii.
Bénh nhan nén di khdm ngay néu thdy cac du hiéu hodc triéu ching nhiém trung nang (nhu
sbt, dau nhleu va kéo dai mdt bén mat/ rang hodc sung mit, mit hoic ngoai vi mét, hogc cac
triéu chimg xau di sau mot thoi gian cai thién).
Anh hudng doi vi tang trudng & tré em:
Khuyén cédo nén thuorng xuyén theo dai chiéu cao cua tré duge didu tri kéo dai bang
corticosteroid xit mii. Néu ting truong bi chdm lai, nén diéu tri bing cach giam 11eu
corticosteroid miii néu co thé, voi lidu thap nhét ma hiéu qua kiém soét cac tri¢u chimg van
duoc duy tri. Ngoai ra, can phai xem xét dé gi6i thiéu bénh nhan dén chuyén gia vé nhi khoa.
Tdc dung toan thdn cua corticoid:
Téc dung toan than cua corticosteroid miii c6 thé xay ra, dic biét & lidu cao dugc ké don trong
thoi gian kéo dai. Nhitng téc dung nay it xay ra hon so véi céc corticosteroid udng va cé the
thay dbi tuy theo timg bénh nhén va giita céc loai corticosteroid khac nhau. Cac tac dong tiém
an c6 thé bao gdbm hoi ching Cushmg, céc dic diém cua Cushing, suy thuong thén, chdm phat
trién & tré em va thanh thiéu nién, duc thiy tinh thé, ting nhan 4p va hlem khi xay ra nhleu tac
dong vé tdm 1y hodc hanh vi bao gdm chimg ddng kinh, rdi loan gidc ng, lo léng, trAm cam
hodc kich dong (déc biét & tré em). 313,
Sau khi dung corticosteroids xit miii, dd c6 bao céo truong hgp tang ap luc ndi nhan.
Bénh nhén dugc chuyén tir diéu tri lau dai bang corticosteroid toan than sang corticoid xit miii -
can duoc chu ¥ cin than. Ngimg corticosteroid toan than ¢ nhitng bénh nhan nay c6 thé dan '
dén tinh trang thiéu méu thuong than trong mot s6 thang cho dén khi phuc hdi chirc ning truc 5
HPA. Néu nhitng bénh nhén nay c6 du hiéu va triéu chung cta suy thuong than hodc triéu
chimg cai thudc (vi du: dau khép va / hodc co bip, mét moi, va trim cam ban déu) mic du c6 DA
giam tri¢u ching mili, nén dung lai corticosteroid toan than va cac phuong thirc diéu tri khac .
va cac bién phép thich horp duoc thuc hién. Su chuyén d6i nay ciing c6 thé boc 1§ cac di tat trén
da truée d6, vi du nhu viém két mac di Gmg va cham, truéc day da bi che 14p boi liéu phép -
corticosteroid toan than. —
Piéu tri véi lidu cao hon lidu khuyen céo c6 thé din dén sy e ché thuong than 1am sang dang
ké. Néu c6 bing chung cho liéu cao hon lidu dugc dé nghi dang dugc sur dung, thi b6 sung
thém corticosteroid toan than nén dugc xem xét trong thoi gian phau thudt bit budc hodc tu
- nguyén.
Benzalkonium clorid.: )
San phdm nay c6 chita benzalkonium clorid, khi ding theo dudng tai chd c6 thé gay di tmg va 8
céac phan Ung trén da.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Phu nir c6 thai

Khéng ¢ nghién ctru day du va c6 kiém ching t6t vé& st dung mometason furoat tai chd hogc
xit trong thoi ky mang thai. Tranh dung thudc voi lugng 16m kéo dai trong thoi ky mang thai.
Suy tuyén thuong than cé thé xay ra & tré so sinh c6 me dung corticosteroid trong thoi ky mang
thai. Theo d&i chit ché cac tré nho nay sau khi sinh. Sau khi xit qua miéng, dudi 1% cta mot
liéu don 400 microgam duge hap thu toan than & ngudi me. Chi ding thudc xit mometason
furoat trong thoi ky mang thai néu loi ich dat duogc cé thé bién minh cho nguy co c6 thé xay ra
véi thai.

Phu nir cho con bu
Khong biét mometason furoat c6 bai tlet trong sita me hay khong, cac corticosteroid khéac dugc

bai tiét trong sira ngudi. Cén phai quyét dinh ngimg cho con bu hodc ngimg thude.

s
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Kha niing sinh sin

I§h6ng c6 dir liu 1am sang lién quan dén anh huéng cia mometason furoat déi véi kha nang
sinh san. Céc nghién ctru trén dong vét da cho thay dgc tinh sinh san, nhung khong anh hudng
dén kha nang sinh san.

ANH HUONG CUA THUOC DEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thudc khong anh hudng dén kha ning l4i xe hodc van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC:

Mometason furoat 12 mot ch’ét n‘én cia CYP3A4. Mometason furoat sir dung két hop voi
loratadin khong anh huéng dén nong d6 trong huyét twong cua loratadin va chit chuyén héa
chinh cua né. Khong du doén dugc nong 46 mometason furoat huyét tuong. Piéu tri két hop
duoc dung nap tot.

TAC DUNG KHONG MONG MUON CUA THUOC:

Tém tit hd so an toan

Chay mau cam thudng tu khéi va tir nhe dén nang, xuét hién véi ty 1€ cao hon so véi gia dugc
(5%) nhung véi ty 1 bang hoic thdp hon (1én dén 15%) so véi céc corticosteroid dung dudng
miii trong nghién ciru c¢6 d6i chimg nhu duogc bao cdo trong nghién ciru 1am sang d6i véi viém
miii di tmg. Ty 1¢ cua tit ca céc tac dung ngoai y khéc 1a twong duong véi gia dugc.

O nhitng bénh nhan polyp mili, nhin chung ty 18 xuét hién cac biéu hién bat lgi 14 twong tw nhu
gia dugce va tuong tu nhu tac dung phu quan sat thiy voi viém mii di ung.

Téc dung toan than cua corticosteroid xit miii c6 thé xdy ra, dic biét khi ké toa lidu cao trong
thoi ky kéo dai.

Béng liét ké cac phan ing co6 hai

Céc phan tmg phu lién quan dén diéu tri (>1%) dwoc béo céo trong céc thir nghiém lam sang &
bénh nhan viém mili di tmg hodc polyp miii sau khi Iru hanh bét ké chi dinh nao, dugc trinh
bay trong Bang 1. Céc phan tmg phu duoc liét ké theo co quan hé théng co quan MedDRA.
Trong mdi hé théng co quan, phan tmg phu dugc xép theo tin sudt. Céc tdn suat dugc dinh
nghia nhu sau: Rat phé bién (=1 / 10); phd bién (=1 / 100 dén <1/10); khong phd bién (>1 /
1.000 dén <1/100). Tan sudt cac su kién bét loi sau khi luu hanh dugc coi 1a "khong biét
(khdng thé udc tinh tir dit liéu c6 sén)".

Bang 1: Cdc phan vtng phu lién quan dén diéu tri dwoc bdo cdo theo mitc do va tan sudt cia co
quan hé thong

Riét pho bién Khéng phd bién Khong biét
Nhiém tring va nhiém ky Viém hong
sinh tring Nhiém tring dudng
ho hap trén# 1
Réi loan hé mién dich Qué man bao gom:
phan ing phan v¢,
phu mach,
co thit phé quan va
kho thé
R6i loan h¢ than kinh Dau dau
trung uvong
R6i loan mit Glaucoma
Tang ap luc ndi nhén
Puc thuy tinh thé
R&i loan ho hap, nguc va | Chiy mducam * | Chdy mdu  cam | Thing vach miii
trung that Nong miii
Kich ung miii
Loét miii

/\WEQ/



https://nhathuocngocanh.com/

Ro6i loan tiéu hoa Rt ¢o hong* Céc roi loan mui vi

* Ghi nhén véi liéu dung hai lan/ngay doi voi polyp mii

# Ghi nhé4n & tan suét hiém gip v6i liéu dung hai lan/ngay déi véi polyp miii

Doi trgng tré em

O tré em, ty 1é xudt hién cac tac dung ngoai y dugc ghi nhén trong céc nghién ctru 14m sang, vi
du nhu chimg bip dui (6%), dau dau (3%), kich thich miii (2%) va hét hoi (2%) so voi gia
dugc.

QUA LIEU VA CACH XU TRi:

Triéu ching

Hit phai hodc ding dudong udng nhiéu corticosteroid c6 thé din téi su e ché chirc nang truc
HPA.

Xir tri

Do sinh kha dung toan thén cia mometason furoat dang xit khong déng ké (<1%), qua lidu
khéng yéu cau diéu tri ma chi can theo doi, str dung tiép lidu ké toa thich hop.

PAC TINH DUQC LUC HQC:

Nhém dwge ly: Thube chéng nghet miii va cac thude dung cho miii khac chira corticosteroid
dung tai chd

Ma ATC: RO1ADO09.

Mometason furoat 13 mdt glucocorticosteroid ding ngoai véi tinh chit chéng viém tai chd &
céc liéu khong c6 tac dung toan thén.

C6 18, co ché tac dung khang di (mg va khang viém ciia mometason furoat dwa vao su trc ché
céc chét trung gian gy phan umg di ung.

Mometason trc ché dang ké sy phong thich cac leucotrien tir té bao bach cau & bénh nhén di
tmg. Ngoai ra, n6 1a mot chét tc ché rit manh viéc san xuét Th2 cytokin, IL-4 va IL-5, tir té
 bao CD4+T & nguoi.

Trong thir nghiém té bao, mometason furoat it nhit manh gép 10 14n hon steroid khac
(beclometason dipropionat —-BDP- bethametason, hydrocortison va dexametason) trong trc ché
téng hop va phong thich IL-1, IL-6 va TNFa. Trong su tc ché sy san xudt IL-5, mometason
furoat (ICso = 0,12 Nm) it nhit manh gip 6 lan hon BDP va bethametason. Hon nita,
mometason furoat dugc xem 1a mot chét &rc ché manh viéc tdng hop leucotrien hon BDP trong
bach ciu hdn hop & bénh nhan ¢6 co dia man cam. :

Trong cac nghién ctru dung céc khang nguyén duong miii, mometason furoat cho thay tac dung
khéng viém & ca dap umg di tmg sém va mudn. Diéu nay da duoc chimg minh béi sy giam
histamin va cc bach cdu wa eosin (so v6i gia duoc), bach cu trung tinh va giam protein két
dinh té bao biéu md (so véi khoi phat).

Hiéu qua 1am sang rd rét bit ddu sém nhit 1a 12 gid sau lidu dau tién.

PAC TINH DUQC PONG HOQC:

Hap thu:

Mometason furoat dung dang xit miii ¢6 sinh kha dung toan than khong dang ké (=1%). Hon
dich mometason furoat hap thu kém & duong tiéu héa; mot lugng nhéd co thé dugc nubt va va
hép thu trai qua mot qua trinh chuyén hoa budc dau rong rii trude khi thai trir qua nuée tidu va
mat.

Phién bé:

Trong nghién ctru in-vitro, ty 1& protein lién két véi mometason furoat di dugc bo cdo 98-99%
véi n6ng d6 gidi han 5-500ng/ml.

Chuyén héa:

Céc nghién ciru chi ra ring luong mometason furoat bi nudt va hip thu duoc chuyén héa rong
rdi va chuyén héa thanh nhiéu chit. Khong c6 chét chuyén héa chinh dwgc phat hién trong
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huyét twong. Mot trong s céc cha"lt, chuyér} héa dugc hinh thanh trong thir nghiém in-vitro 1a
68-hydroxy-mometason furoat. Chat chuyén héa hinh thanh trong microsomes & gan ngudi
dugc kiém soat bdi cytochrom P-450 3A4 (CYP3A4).

Thai trur:
Tbuéc bi thai trir hdu hét dudi dang céc chét chuyén hoa qua mat va mdt lugng nhd qua nudc
tieu.
QUY CACH PONG GOI: :
Hop chira 1 1o 18g hon dich xit miii (twong duong 140 liéu xit).
PIEU KIEN BAO QUAN
Trong bao bi kin & nhiét do phong dudi 30°C. Khong lam dong lanh.
Lac k¥ trude khi dung.
TIEU CHUAN CHAT LUQNG
Tiéu chuan nha san xuat
HAN DUNG :
- 24 théng ké tir ngay sén xudt. ’
Str dung trong vong 2 thang ke tir ngdy mé nép.
S6 16 san xudt (Ser Number), ngay san xudt (Prod. Date), han dimg (Exp. Date): xin xem trén
nhdn bao bi.
TEN, PIA CHI CO SO SAN XUAT THUOC
San xudt tai Tho Nhi Ky bai:
SANTA FARMA ILAC SANAYII A.S. -
GEBKIM Kimya Ihtisas Organize San. Bélgesi, Cerkesli Yolu Uzeri, Erol Kiresepi Cad. No: 8,
Dilovasi — Kocaeli, Turkey
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