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I
LS PHARMA USA Doc ky huwdng din nr dung triede khi ditng
Dé xa tam tay tré em

- Thanh phan AUTE OHAE BB v msscnminrermmimmsm sssssas sommspestssiSmsniss st 20,00 mg.

- Thanh phén té dugc: Microcrystallin cellulose M102, Natri starch glycolat, Aecrosil, Magnesi
stearat, Natri lauryl sulfat.

2. Dang bao ché: Vién nén.

3. Chidinh:

Diéu tri triéu chimg trong trudng hop viém mili di img (quanh nam hodc theo mua) va may day.

4. Liéu lwong va cach dung:

Liéu diing:

Sir dung cho ngudi 16n va tré em trén 12 tudi.

Liéu diing 20 mg (1 vién) mét lan/ngay dé didu tri tridu chimg viém miii di émg (thuéng xuyén

hodc theo mua) va may day.

D¢ dai dot diéu tri

D6i véi viém miii di u*ng, viéc diéu tri nén dugc gioi han trong thoi gian tiép xic voi cac di

nguyén. Déi voi diéu tri viém mii dj tmg theo mua, vige diéu trj c6 thé duoce nging sau khi cac

triéu chung da duogc giai quyct va tai diéu tri cho den khi céc triéu chimg xuat hién tro lai. Trong

viém mii di ung lau nam dleu trj c6 thé dugc dé xuat cho bénh nhén trong thdi gian tiep xte vai

di nguyen Doi véi ndi mé day thoi gian diéu tri phu thudc vao dang mé day, thoi gian va dién

bién cua tridu chimg.

Ngueai cao tuoi:

Khéng cdn chinh liéu trén ngum cao tudi (xem phan dac tinh Dugc dnng hoe va Duge lye hoe).

Chua c6 nhiéu bang chimg vé viéc str dung thudc & bénh nhin trén 65 tudi.

Tré em diweci 12 tuoi

Thf)ng tin vé do an toan va hiéu qua cua bilastin trén tré em dudi 12 tudi vn chura duoce nghién

ctru day du.

Bénh nhdn suy thdan

Khéng can chinh liéu trén bénh nhan suy than (xem phan dac tinh Dugc ddng hoc).

Bénh nhdn suy gan

Chua ¢6 dir ligu lam sang vé viée diing thude trén bénh nhan suy gan. Do bilastin khong chuyén

héa qua gan ma chu yéu thai trir qua than, tinh rang suy gan 6 thé khong lam nong do thude

trong mdu vuot qua gidi han an toan. Do dé, khong cin chinh lidu trén bénh nhan suy gan (xem

phan dic tinh Dugc dong hoc).

Cich dtmg'

Nén uong thude mot gior trude hoac hai gior sau khi an thue phdm hodc nude ¢p trai cay.

S. Chong chi dinh:

Chong, 3 chi dinh cho edc bénh nhdn qué man véi bilastin hoiic bit k¥ thanh phan t4 duge ndo cia

thuée.

6. Canh bio va théin trong:

Théng tin vé hiéu qua va d an toan cta bilastin trén tré em dudi 12 wdi vin chua duge nghién

ciru day du.

0 nhimg bénh nhan bi suy thin ning hodc trung binh, viéc st dung déng thai bilastin vai céc

chét irc ché glycoprotein P nhu ketoconazol, erythromycin, cyclosporin, ritonavir hoiic diltiazem,
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¢6 thé 1am ting ndng d6 cua bilastin trong huy ét tuong. Do dé. 1am tang nguy co xay ra cic phan
(g bét lgi. Vi viy. nén tranh ding dong thoi bilastin véi céc chét (e ché glycoprotein P & bénh
nhan suy than nang hoac trung binh.

7. Sir dyng thudc cho phu ni¥ ¢6 thai va cho con bii

Tdac déng trén kha nang sinh san:

Chura ¢6 hodc rit it bing chimg lam sang. Mot nghién ctru trén chudt cho thiy khong ¢6 tac dong
tiéu cuc nao trén chirc ning sinh san.

Sir dung thuoc cho phu nit ¢6 thai

Khéng cé hoic cé rat it dir liéu vé viée sir dung bilastin trén phu nir ¢6 thai.

Nghién ciru trén dong vét khong cho thy tac dong cd hai truc tiép hodic gian tiép trén kha ning
sinh san, su phat trién ctia bao thai va sau sinh. Tuy nhién, dé dam bao an toan tranh sur dung
bilastin trong giai doan mang thai.

Str dung thuéc cho phu nit cho con bii

Thong tin vé kha ning bai xuat qua sita me cua bilastin van chua duoc biét rd. Dac diém nay
cling chua dugc nghién clu trén dgng vét. Trén thuc té, can quyét dinh tiép tuc/ngimg cho con
bd hay tiép tuc/ngimg sir dung bilastin dua trén twong quan gitra loi ich ciia viée bu me cho tré va
lgi ich cua me khi sur dung bilastin.

8. Anh htru'ng ciia thude 1én kha niing ldi xe, vin hanh may méc

Maét nghién ciru duge thuc hién dé danh gi tac dong cia bilastin 1én kha ning 14i xe da cho thdy
vigc sir dung litu 20 mg khong anh hudéng dén kha nang lai xe. Tuy nhién, bénh nhan can dugc
théng bao ring c6 mdt sb trudng hop hiém gip co thé thiay budn ngu va anh huong dén kha nang
van hanh may mac tau xe.

9. Twong tic, twong ky ciia thude

Céc nghién ciru tuong tac chi duge thyce hién ¢ ngudi 1on va duge tom tat dudi day.

Tuong tac voi thirc an:

Thire an lam gidm sinh kha dung dudng uéng cua bilastin khoang 30%.

Tuong tac vai nude budi chum:

Ubng dong thai bilastin 20 mg va nude budi chim lam giam sinh kha dung cia thude 30%. Hiéu
{mg ndy ciing ¢6 thé ap dung véi cac loai nudc qua khac. Mire dé giam sinh kha dung c6 thé dao
déng gitra cdc ché phadm va céc loai hoa qua khic nhau. Co ché cia su twong tac nay 1a su irc ché
OATP1A2, mjt chat van chuyén hap thu ma bilastin 1a chat nén. Cac thudc 1a co chat hode chat
trc ché OATP1A2 nhu ritonavir hodc rifampicin, ciing ¢6 thé ¢6 kha nang 1am giam nong do cla
bilastin trong huyét tuong.

Tuong tac véi ketoconazol hodc erythromycin:

Ubdng ddng thoi vai bilastin 20 mg va ketoconazol 400 mg hodc erythromycin 500 mg 6 thé lam
ting AUC cua bilastin 2 1an va tang Cmax 2-3 1dn. Nhimg thay di nay c6 thé dugce gidi thich
bing su tuong tac vdi cée chit van chuyén dua thube trd lai long dng tiéu hoa, vi bilastin 1a co
chat cua P-gp va khong bi chuyén hoa (xem phﬁ'in phén Pac tinh duge dong hoc). Nhimg thay doi
ndy c6 thé khéng anh huéng dén mirc dé an toan cua bilastin va ketoconazol hodc erythromyein.
Cac thude khéc ciing 1 hodc chét (rc ché P-gp, nhu cyclosporin, ciing c6 thé co kha nang lam
tang ndng do cia bilastin trong huyét tuong.

Twong tac vdi diltiazem: Sir dung ddng thai bilastin 20 mg va diltiazem 60 mg lam ting nong do
Cmax cia bilastin thém 50%. Téc dung nay c6 thé duge giai thich bing sy tuong tdc véi cac chit
vén chuyén dua thudc tro lai long 6ng tiéu hoa va duong nhu khong anh hudng dén su an toan
cua bilastin.

Twong tac véi rugu: Trang thai tim than van dong sau khi ubng dong thoi rurgu va 20 mg bilastin
twong tu nhu quan sat sau khi uéng rugu va gia dugc.

Tuong téc véi lorazepam: Udng dong thoi bilastin 20 mg va lorazepam 3 mg trong 8 ngay khéng
lam ting tac dung trén hé than kinh trung vong cua lorazepam.
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Nghién ctru tuong tac chi dugce thuc hlen 0 ngudi 1on. Vi khéng c6 kinh nghiém ldm sang nao vé
s tuong tac cua bilastin voi cdc san phim thudc, thue phdm hodic nurde ép trai cay khac & tré em,
nén két qua thu dugc trong céac nghién ciru tuong tac ngum 16n nén duge xem xét khi ké don
thude cho tré em. Khéng c6 dir liéu 1am sang & tré em dé cho biét lidu thay d6i AUC hodc Cmax
do tuong tac ¢6 anh hudong dén syran toan cua bilastin.
10. Tac dung khéng mong mudn cia thude (ADR):

HEé co quan

Tan suit

Phin trng bit loi

Bilastin
20 mg
N =1697

Tét ci lidu
Bilastin
N = 2525

Gia dwge
N=1362

Nhiém tring va nhiém ky sinh trung

Khong pho bién [Herpes miéng | 2(0,12%) | 2(0.08%) | 0(0,0%)

R&i loan chuyén héa va dinh dwdmg

Khong phd bién |Tang cam gidc thém an | 10(0,59%) | 11(0.44%) | 7(0,51%)

Roi loan tam ly

Khong phé bién |Lo ling 6 (0,35%) 8 (0,32%) 0 (0,0%)

. Mt ngu 2 (0,12%) 4 (0.16%) 0(0,0%) |

Roi loan hé thin kinh .:

e Budn ngi 52 (3.06%) | 82(3,25%) | 39(2,86%)
Pau dau 68 (4.01%) | 90 (3.56%) | 46 (3,38%)

Khong pho bién |Hoa mét, chong mat 14 (0.83%) | 23(0,91%) | 8(0,59%)

Réi loan ¢ tai, tién dinh

Khong phé bién |U tai __ 2 (0,12%) 2 (0,08%) 0(0,0%) |
Chong mat 3 (0.18%) 3(0,12%) | 0(0,0%)

R6i loan nhip tim

Khéng phd bién |[Bléc nhanh phai | 4(0,24%) 5(0.20%) | 3(0.22%)
R&i logn nhip xoang L 5(030%) | 5(020%) | 1(0,07%)
gﬁf d‘i"“ khoang QT trén dién| g g 530, 10040%) | 5037%)
i‘?t thuong khac trén dién tim 7 (0.41%) 11 (0.44%) | 2 (0.15%)

Réi loan ho h:‘lp, long ngue va trung tiﬁ_t_ )

Khéng phé bién [Khé the 2 (0,12%) 2 (0,08%) 0 (0,0%)
Khé chiu & mii 2 (0,12%) 2(0,08%) | 0(0,0%)
Khé mii 3(0,18%) | 6(024%) | 4(0.29%)

Rdi loan duwing tiéu héa

Khong phé bién [Pau bung trén . 11 (0,65%) 14 (0,55%) ;' 6 (0,44%)
Pau bung | 5(030%) | 5(020%) | 4(029%)
Buén nén 7 (0,41%) 10 (0,40%) | 14 (1,03%)
Kich img da day 3 (0,18%) 4(0,16%) | 0(0.0%)
Tiéu chay o 4 (0,24%) 6 (0,24%) 3 (0,22%)
Kho migng | 2(0.12%) | 6(024%) | 5(037%)
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Khé tiéu o | 200.02%) | 4(0,16%) | 4(029%)
Viém da day | 4(0.24%) 4 (0,16%) 0 (0,0%)

Réi loan da va md mém

Khéng phd bién [Mén ngira | 2(0,12%) | 4(0,16%) | 2(0,15%)

Toan thin

Khéng phé bién [Mét moi 14 (0.83%) | 19(0,75%) | 18(1,32%)
Khat 3 (0,18%) 4 (0,16%) 1(0,07%)
Ting tinh trang mét moéi san co| 2 (0,12%) 2 (0,08%) 1 (0,07%)
Sot 2 (0,12%) 3 (0,12%) 1 (0,07%)

- Suy nhuge 3(0,18%) | 4(0,16%) | 5(0.37%)

Cic chi sb xét nghiém in N

g ;ﬁ:gm)"ltransferase S 1041%) HOs24) <L
Tang Alanine aminotransferase| 5 (0,30%) 5 (0,20%) 3 (0,22%)
ang o PRl 3008%) | 30002%) | 3(0:22%)

Tang ndng do creatinine trong

e 2(0,12%) | 2(0,08%) 0 (0.0%)

Ting ndng do triglicerides

o 0 2170
(EOng M 2 (0,12%) 2 (0,08%) 3(0,22%)

Téng can 8 (0,47%) 12 (0,48%) 2 (0,15%)

11. Qua liéu va cach xir tri:

Théng tin lién quan dén cac truong hop qui liéu mp cia bilastin m&i chi gidi han trong céc ket
qua thir nghiém lam sang trong giai doan phat trién thudc. Sau khi dung bilastin véi Ilcu cao gap
10 dén 11 lan lidu diéu tri (220 mg (lidu don); hodc 200 mg/ngay trong 7 ngay), tin sudt xuit
hién cac tac dung khong mong muon trén ngum tinh nguyén cao gap 2 lan so véi gia duge. Tac
dung khong mong mudn duge ghi nhan nhidu nhét 1 chéng mat, nhic ddu va budn nén. Khang
ghi nhén phan tng bt loi nghiém trong nao ciing nhu sy kéo dai dang ké khoang QT trén dién
tam do.

Mot nghién ctru chéo théng qua thong s6 QT/QT hiéu chinh di duoc tién hanh trén 30 ngudi tinh
nguyén khoe manh nham déanh gi tac déng ctia bilastin liéu lip lai (100 mg x 4 ngay) |én sy tai
phan cuc tdm thit. Nghién ciru di chi ra rang ché do ding néu trén khong lam kéo dai dang ké
gia tri QT hiéu chinh.

Trong trudng hop qué lidu, can ap dung céc bidn phép diéu tri tridu chimg va didu tri hd tro.
Chua c6 thude d6i khang déc hiéu cho bilastin.

12. Pic tinh dugce lwe hoe

Nhém duge ly: Thude khang histamin sir dung dudng toan théan, cac thube khang histamin khac
sUr dung du&mg toan than, ma ATC: RO6AX29

Bilastin la chat doi khang histamin khéng gy budn ngu, 6 tac dyung kéo dai, dbi khang chon loc
trén thu thé H, ngoai vi va khong co ai lyc vai thy thé muscarinic.

Bilastin (rc ché cdc phan (ng man ngira, ban do trén da do histamin trong vong 24 gidr sau khi str
dung mot lidu don.

Trong cac thir nghiém lam sang dugc thuc hién trén ngudi [on va tré em vi thanh nién ¢6 viém
mii di ing (theo mia hodc quanh niam), bilastin 20 mg, sir dung mdt 1an mdt ngay trong vong
14-28 ngay, dem lai hi€u qua trong viéc lam gidm céc tri¢u chimg nhu hit hoi. chay nude mii,
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ngtra mili, ngat mili, chay nudc mét, va do mit. Bilastin kiém soat hiéu qua cac triéu chirng trong
vong 24 gio.

Trong hai thtr ngh:em lam sang dugc thyc hién trén bgnh nhan may day nguyén phat mén tinh,
bilastin 20 mg, uong 1 Ian/ngay ‘rrong 28 ngay chimg minh duoc hi¢u qua lam giam mac & ngua
va giam s6 lugng, kich thudc cia cic vét san ciing nhu cam giac kho chiu cia bénh nhin do may
day. Bénh nhan cai thién duoc chét luong gidc ngi va do dé, cai thién chét luong cude song
Khong co truong hop nao kéo dai khoang QT hiéu chinh hoéce tac dung khdong mong mudn trén
tim mach duge ghi nhan trong cac thir nghiém lam sang cua bilastin, ngay ca vai lidu 200 mg
mdi ngay (gap 10 lan lidu diéu tri) trong vong 7 ngay trén 9 bénh nhan, hodc tham chi ngay ca
khi cuing phdi hogp véi cac thude trc ché P-gp, nhur ketoconazol (24 bénh nhén) va erythromyein.
Thém vao d6, mot nghién ciru theo d&i khoang QT ciing da duoc thuc hién trén 30 nguoi tinh
nguyén.

Trong céc thir nghiém ldm sang ¢6 kiém soat, khi sir dung liéu khuyén céo la 20 mg mét
lan/ngay, dir liéu vé tinh an toan trén hé than kinh trung uong cua bilastin tuong duong véi gia
duoc va ti sudt ghi nhan tinh trang budn ngu khong khéc biét ¢6 ¥ nghfa thong ké& so véi gia
duge. Cac thi nghiém 1dm sang cho thiy bilastin véi lidu 40 mg mét lan/ngay khong anh hudng
dén hoat tinh tdm than van dong ciing nhu kha nang lai xe duoc danh gia qua mét bai kiém tra lai
xe quy chuan.

Nguoi cao tudi (> 65 tudi) duoc lya chon trong mdt nghién ciru pha II va pha III, két qua cho
thay khong c6 su khac biét trong hiéu qua ciing nhu dé an toan khi so sanh véi nhom bénh nhan
tré tudi hon.

13. Pic tinh dwge dong hoc

Hap thu:

Bilastin dugc hap thu nhanh sau khi uéng va dat ndng do tdi da trong huyét twong sau khodng
1.3 gid. Thudc khang bi tich lity. Gia tri sinh kha dung duéng udng trung binh cia bilastin 12
61%.

Phdn bo:

Nghién clru invitro va invive cho thdy bilastin 1a mét co chit cia P-gp (xem muc Tuong tic
thude va cdc tuong tac c6 lién quan, tuong téc véi ketoconazol, erythromycin va diltiazem) va co
chit ciia OATP (xem muc Tuong tic thube va cic twong tae lién quan, trong tic véi nude budi
chim). Bilastin khong phai 1a co chét cia cac chét van chuyén BCRP hodc chét van chuyén tai
than OCT2, OATI, OAT3. Theo céc nghién clru invitro, bilastin khéng dugc du dodn 1a (e ché
céc chit vin chuyén trong toan bo hé thong, bao gdm: P-gp. MRP2, BRCP, BSEP, OATPIBS3,
OATP2B1, OATI, OAT3, OCT1, OCT2, va NTCP, do chi cé mire dg irc ché thép duge ghi nhn
vai P-gp; OATP2BI va OC T1, véi gid trj IC50 wée tinh > 300, cao hon rat nhiéu so vdi nong d
toi da udc tinh trong huyét twong Cmax. Vi thé. cdc twong tdc nay khéng cé nhidu anh hudn
trén 1am sang. Tuy nhién, cling theo cic nghién ciru nay, khong thé loai trir thc dung (e ché
bilastin 1én cac chét van Lhuyﬁ'.‘l] niém mac rugt.

0 lidu diéu tri, ti 1& gén voi protein huyel twong cta thudc 1a 84-90%.

C}?uyén héa:

Két qua cac nghién clu invitro cho thdy bilastin khong cam Gng hodc Ge ché hoat tinh cua
CYP450.

Thai trie:

Trong mét nghién ciru cin bang khbi duge thue hién trén ngudi tinh nguyén khée manh, sau khi
udng mdt lidu don 20 mg 14C-bilastin, gan nhu 95% lidu dong duge tim thay trong nudc tiéu
(28,3%) va phan (66, 5%) dudi dang bilastin khong bién doi, diéu nay cho thiy bilastin khong
duge chuyén hda nhiéu trong co thé ngudi. Thoi gian ban thai trung binh tinh trén ngudi tinh
nguyén khoe manh 1a 14,5 gio.

Mirc do tuyén tinh:
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Bilastin biéu hién md hinh dugc dong hoc tuyén tinh trong khoang liéu nghién ctru (5 dén 220
mg), v6i dd dao dong nho giira cac cé thé.

Suy than:

Trong mot nghién ciru trén bénh nhan suy than, gid tri trung binh (SD) AUC... tAng tir 7374 (&
260,8) ng x gio/mL trén bénh nhan c6 chic niang than binh thudng (d6 loc cdu than:> 80
ml/phat/1,73 m?) 1én 967.4 (+ 140,2) ng x gio/mL trén bénh nhin bj suy than nhe (d6 loc ciu
than: 50- 80 ml/phit/1,73 m?), 1384.2 (+ 263,23) ng x gid/mL trén bénh nhan suy than trung binh
(d0 loc cau than: 30 - < 50 ml/phat/1,73 m?) va 1708,5 (+ 699,0) ng x gid/ml & nhiing dbi tugng
bi suy than nang (d6 loc cau than: < 30 ml/ phat/1,73 m?). Thai gian bén huy trung binh (SD) cia
bilastin la 9,3 gi¢ (+ 2.,8) trén cac bénh nhan binh thuong, 15,1 gid (= 7.7) trén bénh nhin suy
than nhe, 10.5 gior (£ 2 3) trén bénh nhan suy than trung binh va 18,4 gio (+ 11.,4) lren bénh nhén
suy than ning. Su bai tiét nudc tiéu cia bilastin duoc hoan tét sau 48-72 gi trén tat ca cac doi
tuong. Nhig thay dbi dugc - dong hoc nay khong cho thay sy anh hudng rd rét trén 1am sang trén
s an toan cua bilastin, do ndng do thude trong huyét twong trong trudmg hgp bénh nhén suy thin
van ndm trong khoang diéu tri.

Bénh nhdn suy gan:

Khong c6 dir ligu vé duge dong hoc trén bénh nhén suy gan. Bilastin khéng dugc chuyén héa &
ngudi. Do cac két qua nghién ciru trén bénh nhdn suy than cho thdy duéng thai trir qua than la
dudng thai trir chinh, qua trinh bai xuat qua mét chi déng gép mot phan rat nho vao sy thai trir
cua bilastin.

Su thay déi chirc nang gan c¢6 thé khong lam thay déi dang ké duoc dong hoc cua bilastin trén
ldm sang.

Ngum cao tuoi

C6 rét it dir liéu vé viéc sir dung thudc cho ngudi trén 65 tudi. Chua co su khac biét co ¥ nghla
théng ké nao dugce ghi nhdn gitra dac tinh duge dong hoc cia bilastin trén ngudi cao tudi va
nguoi tré tudi.

Trée em

Chua ¢6 dir liéu vé duagc dong hoc trén tré tir 12 tudi dén 17 tudi vi su ngoai suy tir dir lidu cia
ngudi 16n duge coi 1a phi hop cho thude nay.

Dir li¢u duge dong hoc & tré¢ em da thu duge trong mét nghién ciru duge dong hoe pha II trén 31
tré tir 4 dén 11 tudi bj viém mii di tng hodc ndi mé day man tinh, ding mét lin mdi ngay véi
vién bilastin 10 mg. Phén tich duge dong hoc tir dit lidu ndng dé thude trong huyét trong cho
thdy riing liéu tré em dung bilastin 10 mg mdi ngay mét ldn cho két qua phoi nhiém toan thin
twong duong véi liéu 20 mg & ngudi 16n va thanh thiéu nién, 12 gia trj AUC trung binh 1014 ng *
x gio/mL cho tré em 6 dén 11 tuéi. Nhimg két qua nay phin 16n ndm dudi ngudmg an toan dua
trén dir liéu tir 80 mg mdt lan mdi ngay & nguoi 16n theo di liéu an toan coa thude. Nhirng két
qua nay da xac nhén sy lya chon cua bilastin 10 mg moi ngay mat lan 1a liéu diéu trj thich hop
cho dan s6 nhi trong dé tudi tir 6 dén 11 tudi vai trong luong cor thé it nhét 20 kg.

14. Dir liéu an toan tién lim sang:

Céc nghién clru vé d6 an toan dugce 1y, doc tinh khi diing lidu lap lai, ddc tinh trén gen, nguy cor
gdy ung thu cho lhz"]y khﬁng cO nguy co dic biét khi sir dyng bilastin.

Trong cac n;,hien ciru vé doc tinh cua bilastin trén sinh san (nghién ctu trén chugt trude va sau
khi trimg 1am t0, nghién clru trén nguy co hinh thanh khong hoan chinh xwong so. xwong tc, va
xuwong chi cua thd), cac hat thudng chi ghi nhan U liéu gay doc tinh trén me. Ncng do thude
twong (mg voi NOAELSs rat cao (> 30 14n) so v&i ndng d6 twong ting & lidu diéu tr] khuvén céo
trén nguoi.

Trong mét nghién ciru vé tdc dong cua thude trén kha nang sinh san cia chudt, bilastin dugc sir
dung vai |1cu I€n t&i 1000 mg/kg/ngay khong gdy ra tdc ddng trén cic co' quan sinh san dyc va
céi. Céc chi s6 lién quan dén kha nang giao phdi, sinh san va mang thai déu khong bj anh huéng.
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MGt nghién ciru danh gid su phan bd cta thude trén chudt bing cich do ndng do thude c6 gin
chit phéng xa d cho théy bilastin khéng bi tich liiy trong hé than kinh trung wong.

15. Quy cach déng g6i: Vi 10 vién. Hop 3 vi; 5 vi; 10 vi. Chai 50 vién, 100 vién va 200 vién.
16. Picu kién bao quan: Bao quan dudi 25°C, tranh anh sang.

17. Han ding ciia thude: 36 thang ké tir ngay san xuét.

18. Tiéu chuén chit lwong ciia thube: Tidu chuin co sd.

Tén, dia chi ciia co' s& san xuit:
CONG TY CO PHAN US PHARMA USA
Lo B1 — 10, Pudng D2, Khu cong nghiép Ty Bac Ci Chi — TP. Ho Chi Minh — Viét Nam.
Moi thic mdc va théng tin chi tiét, xin lién hé sé dién thoai 028-37908860

US PHARMA USA
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