BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - T do - Hanh phiic
Sb: 10467¢/QLD-DK Ha Néi, ngay 09 thang 05 ndam 20 24
V/v thay d6i, bd sung dbi voi thube
da duogc cap GbKLH

Kinh gtri: CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM

Dia chi: S6 43, dwong s6 8, KCN Viét Nam - Singapore, Phuong Binh Hoa,
Thanh phé Thudn An, Tinh Binh Dwong, Viét Nam

Tra 101 ho so sd tiép nhan sb 1107/23/TDTN ngay 28/03/2023 va ho s0 bo sung
kem theo cac tai liéu lién quan cta cong ty vé viéc thay dbi, b6 sung déi vé6i thube
da duoc cap gidy dang ky luu hanh;

Cian 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 dugc phé duyét kem theo cong
vin nay do6i voi thude Prednisolon Boston, sé ding ky VD-26121-17.

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

Cac noi dung thay doi, bo sung néu trén duoc thyc hién ké tir ngay ky cong van
nay. Riéng ndi dung thay ddi, sau 12 thang ké tir ngdy ky cdng van nay, cong ty
phai thyc hién theo ndi dung thay d6i da duoc phe duyét.

Cuc Quan ly Dugc thong bao dé cong ty biét va thuc hién dung c&c quy dinh vé
dang ky luu hanh thude./.

Noi nhén: KT. CUC TRUONG
-Nhu trén; PHO CUC TRUONG
- Cyc trudng (dé b/c);

- Luu: VT, DKT ().
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Chai 500 vién nén
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PREDNISOLON 5MG N Théng sé mau :
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PREDNISOLON
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Anti-inflammatory

chai 500 vien nén
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Hép 3 vix 10 vién
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PREDNISOLON 5MG 5 Thitng 58 mau :
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® cwmyk: oooroo
Each lablel contains: WEEP DUT OF REACH OF CHILDREN
Predn Smg READ CAREFULLY THE PACKAGE INSERT
q.8. for 1 tablet BEFORE USING
and
: BOSTON VIETNAM
Cthey ldrrmdica. sioe i pinchugga’ i NoA3 street No., Vietram — Singapors Indusirial Park.
Store in a dry place, below 30°C, protect from light  Binh Hoa Ward, Thuan An Cly, Binh Duong Province.
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PREDNISOLON 5MG Thongsémau | @ CMYK: 06010010

Quy cAch Hép 5 vi x 10 vién

NHAN HOP @ PANTONE 3282 C

Vg 100% @ CMYK: 10020000
® cwvk: ovrioo

Each lablet contains: KEEP OUT OF REACH OF CHILDREN
P 5mg READ CAREFULLY THE PACKAGE INSERT
q4. for 1 tablet BEFORE USING

and

olher information: see the packags inserl. BOSTON VIETNAM PHARMACELUTICAL JSC
No.43 sireet No 8, Vietnam — Singapore Industrial Park,

Store in a dry place, below 30°C, proted from ight  Binh Hoa Ward, Thusn An City, Binh Duong Provincs,
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Store in a dry place, below 30°C, protect from fight
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READ CAREFULLY THE PACKAGE INSERT BEFORE USING

PREDNISOLON SMG

Prednisolone 5 mg
Tablets

Oral route

Box of 10 blisters x 10 rablets

Mdi vin nén chira:

Prednisol 5mg

T4 duge vira 30 cho s .. VN nén
Chi dinh, clch ding, chiing chi dinh v cic thdng tin
khaiczxem trong tiy hudmg dfin sir dyng thube kém theo.
Ban quan nai khd, dirdi 30°C, tranh 4nh sdng

DE XA TAM TAY TRE EM
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y chi ding theo don thubc

HUGONG DAN SU DUNG THUOC
PREDNISOLON 5MG

Dé xa tim tay tré em
Doc kj hudng din sii dung trude khi diing
THANH PHAN
M®i vién nén c6 chira:
Thanh phin hoat chit:
PLEedniSOLOM ..ottt ettt e sa e b e snabe s ss b sanerneabe s b saaennennesens 5mg

Thanh phan td dwogc: Mannitol, lactose monohydrat, tinh bot mi, aspartam, povidon K30, mau
vang s6 6, mau vang sb 13, natri starch glycolat, mui cam, silicon dioxid. magnesi stearat va
nuée tinh khiét vira du 1 vién nén.

DANG BAO CHE
Dang bao ché: Vién nén

M0 ta san pham: Vién nén hinh so 8, mot mit cd chit US, mdt mit tron, mau cam, mui cam,
canh va thanh vién lanh lan.

CHI PINH
Prednisolon dwge chi dinh khi cn dén tac dung chéng viém va trc ché mién dich:

— Viém khép dang thap, lupiit ban do toan than, mot sb thé viém mach; viém déng mach thai
duong va viém quanh dong mach nit, bénh sarcoid, hen phé quan, viém loét dai trang, thiéu
méu tan huyét, giam bach cdu hat, va nhiing bénh di tng ning gdm ca phan vé.

— Ung thw, nhu bénh bach cau cdp, u lympho. ung thu vi va ung thu tuyén tién liét & giai
doan cuoi.
CACH DUNG, LIEU DUNG
Cich ding
Ding ubng (sau khi 4n sédng trong quang thoi gian tr 7— 8 gid).
Liéu ding
Nguoi 16m: Liéu ding khoi diu c6 thé tir 5 dén 60 mg/ngay, tiry thude vao bénh can diéu tri va
thuong chia lam 2 - 4 1an mdi ngay.

Tré em. Lidu cho tré em c6 thé tir 0,14 - 2 mg/kg/ngay hoic 4 - 60 mg/m*/ngay, chia lam 4 lan.
CHONG CHI PINH

Khong ding cho nhitng ngudi qui mén véi prednisolon hay bat cit thanh phan nao ctia thude.
Nhiém khuan nang, trir séc nhiém khudn va lao mang nao.

Nhiém tring da do virus, ném hoic lao.

Dang dung vaccin virus song.
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CANH BAO VA THAN TRONG KHI DUNG THUOC

Str dung than trong ¢ nhimg nguoi bénh lodng xuong, ngudi méi noi thong (rudt, mach mau),
rdi loan tim than, loét da day. loét t4 trang, dai thao duomg, ting huyét 4p, suy tim va tré dang
l6n.

Do nguy co c6 nhing tac dung khong mong mubn, nén phai sir dung than trong corticosteroid
toan than cho ngudi cao tudi, véi liéu thap nhit va trong thoi gian ngan nhét c6 thé duoe.

Suy tuyén thuong thin cap ¢6 thé xay ra khi ngimng thube dot ngdt sau thoi gian dai diéu tri hodc
khi c6 stress.

Khi ding lidu cao, ¢é thé dnh huéng dén tac dung ctia tiém chiing vaccin.

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

Phu nit co thai

Prednisolon qua dugc nhau thai va cé thé gy nguy hiém cho thai nhi khi ding & phu nif ¢ thai.
Céc nghién ctru trén dong vat va trén ngudi goi y rang dung corticosteroid trong 3 théng déu cua
thoi ky mang thai lam ting nguy co he ham éch, giam ting trudng thai trong tit cung va giam
trong lugng khi sinh. Diing corticosteroid cho ngudi me trong thdi ky mang thai c6 thé gay thiéu
thuong than ¢ tré so sinh.

Néu dung prednisolon trong thoi ky mang thai hogc bat diu co thai ky khi dang dung thude, cin
bo y té phai bao trude cho bénh nhan mdi nguy hleu ddi voi thai nhi. Néi chung, sir dung
cortisosteroid & ngudi mang thai doi hoi phai can nhéc loi ich c¢6 thé dat duge so véi nhiig rui
ro ¢6 thé xay ra véi me va con.

Phu nit cho con bii

Prednisolon tiét vao sifa me voi nong do trong sita bﬁr_}g 5 — 25% ndng do trong huyét thanh,
bang khoang 0,14% liéu dung hang ngay cua me. Nén can thén khi dung prednisolon cho phy nir
cho con bi. Me dung li€u cao corticosteroid trong thoi gian dai ¢ thé anh huong den ting
truéng, phét tri€n cia tré bl me va anh huong dén san xuat corticosteroid ndi sinh. Phdi can
nhac loi ich/nguy co cho ca me va con. Neu bude phai ding prednisolon cho phu nit cho con b,
phai dung liéu thap nhat du dé dat hiéu qua 1am sang.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chura c¢6 tai liéu bao céo.

TUONG TAC, TUONG KY CUA THUOC

Twong tic cia thuic

Dung dong thoi véi barbiturates, carbamazepin, phenytoin, primidon, rifampicin c¢6 thé lam
giam hi¢u lyc cta prednisolon.

Prednisolon co thé géy tang glucose huyét, do do can dung lidu insulin cao hon.

Twong ky ciia thube

Tranh ding ddng thdi prednisolon véi thude chéng viém khong steroid vi c6 thé gdy loét da day.
TAC DUNG KHONG MONG MUON CUA THUOC

ADR thuong xay ra nh;eu nhét khi ding prednisolon lidu cao va dai ngay. ADR thuong gép ctia
corticosteroid bao gdm 1 dich, thay d&i dung nap glucose, ting huyét dp, thay déi tdm trang va
hanh vi, kich thich &n ngon va tang can.

Prednisolon 1ic ché téng hop prostablandin va nhu vy lam mit tac dung cia prostaglandin trén
duodng tiéu hoa, tuc la lam mat téc dung tre ché tiét acid da day va bao vé niém mac da day.
Nhiéu ADR ¢6 lién quan dén tac dung nay cua glucocorticoid.




— Phan ting di tmg: Phan tng phan vé, phi mach.

— Tim mach: Bénh co tim, suy tim sung huyét, phi, phit mat, ting huyét ap, nhip tim cham,
ngimg tim, loan nhip tim, suy tudn hoan, nghén mach m&, bénh co tim phi dai ¢ tr¢ dé non,
dirt co tim sau nhdi mau co tim méi xay ra, phi phdi, ngit, nhip tim nhanh, huyét khéi
nghé&n mach, viém tinh mach huyét khéi, viém mach.

— Thén kinh trung wong: Co giat, dau dau, mét ngfl,1 kho chiu, tinh trang kich d@ng, tang ap
luc trong s¢ véi phu gai thi (gid u ndo), loan tdm than, mét moi, trim cam, khéng 6n dinh vé
cam xic, trang thai khoan khoai (hung phan), viém mang ndo, viém day thin kinh, bénh vé
than kinh, 1iét chi dudi, di cam, thay déi nhan cach, rdi loan cam giéc.

— Da: Vét tham tim, ban d6 & mat, rdm 16ng, ddm xudt huyét va bdm mau, trc ché cdc phan
tng voi cac test thir trén da, mong da, may day, tring c4, viém da di ing, teo da, da dau

kho, pht, tang hodc giam sic t6, ting tiét md hoi, cham lién vét thuong, phat ban, ap-xe vo
khudn, vén trén da, toc thua.

— Noi tiét va chuyén héa: Giam dung nap carbohydrat, hoi chimg Cushing, dai thdo dudng,
giam tang truéng ¢ tré em, ting glucose huvet nhiém kiém, giam kali huyet gilt natri, ot
dich, rdi loan kinh nguyét, can bang nitrogen am tinh, c ché truc tuyén yén-thuong than,
ling dong m& bét thuong, khong dap tmg tuyen yén va vo thugng than thir phat (dac biét
trong c4c tinh trang stress nhu chan thuong, phiu thuit hodc bénh).

— Tiéu héa: Chuéng bung, kh tiéu, budn nén, nic, viém tuy, loét da day-ta trang co thé thung
hodc xudt huyét, viém loét thyc quén.

— Gan: Tang hoat d6 enzym gan trong huyét thanh (thuong phyc hdi khi ngimg thudc), gan to.

— Than kinh, co va xwong: Pau khap, hoai tir vo khuan (ddu xuong canh tay/xuong dui), gy
xuong, gidm khdi co, yéu co, bénh co, lodng xuong, dat gan.

— Mat: Duc thuy tinh thé dudi bao sau, 16i méat, phi mi mét, glocdm, ting ap luc trong mat,
kich tmg mat.

— Hb hép: Chay mau cam.
— Sinh san: Thay déi su di dong va sb lugng tinh tring.
— Tinh trang chung: Tang ngon miéng, tang cin

Bdio cdo ADR

Viéc bao cdo cac phan ung nghi ngo ¢6 hai cua thude sau khi dwoc luu hanh 13 rit quan trong,
du:u nay cho phép tlep tuc theo d&i cdn bang gifra loi ich/ rui ro cua thude. Céc chuyén gia y le
can phai béo céo bat ky phan ting nghi ngd ¢6 hai ndo qua hé thdng ctia Trung tdm Qudc gia vé
Théng tin thude va Theo déi phan ng cé hai ctia thude (Trung tim DI &ADR Qudc gia).

Théng bdo cho bdc sy, dwoc st doi véi cdc phan ieng cé hai cé thé gdp phdi khi st dung thubc
QUA LIEU VA CACH XU TRi
Triéu chitng

Nhiing triéu chimg qua liéu gom biéu hi¢n héi chimg dang Cushing, yéu co va lodng xuong, chi
xay ra khi ding glucocorticoid dai ngay.

Cach xir tri

Trong nhitng truong hop nay cdn can nhic dé co quyét dinh ding dén tam ngimg hodc ngimg
hin viée ding glucocorticoid.
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PAC TINH DUQC LUC HQC
Ma ATC: HO2ABO6.
Nhoém duoe ly: Corticosteroid

Prednisolon 1a mot steroid v thuong thén tbng hop véi cdc dic tinh chu yéu cia mot
glucocorticoid. Mot s6 die tinh vdy tao ra téc dung sinlt ly cta glucocorticoid udi sinhi. Cac tae
dung ctia prednisolon 1a do dic tinh glucocorticoid bao gbm: Tang téng hop glycogen & gan, trc
ché sir dung glucose, d6i khang hoat tinh cua insulin, ting di héa protein din téi cin bang
nitrogen am tinh, phan phbi lai chit béo trong co thé, tang huy lipid, ting toc do loc cau than din
dén tang thai trir urat trong nude tiéu (bai tiét creatinin khong thay d6i), giam hap thu calci &
rudt va ting dan thai trir calei qua thén. Prednisolon lam giam bach clu wa acid va té bao lympho
nhung kich thich tao hdng cau & tily xuong va bach ciu da nhan trung tinh. O céc liéu duoc 1y,
glucocorticoid cé tac dung chéng viém, irc ché mién dich va tac dung 1én hé thong tao mau va
lympho, ding dé diéu tri tam thoi trong nhiéu bénh khac nhau.

Prednisolon trc che qua trinh viém (phu, lang dong fibrin, gian mao mach, di chuyé én bach uau va
dai thuc bao vao b viém) va giai doan sau cua lanh s¢o vét thuong (tang sinh mao mach, Ia.urr
dong colagen, hinh thanh seo). Co ché chéng viém: On dinh mang lysosom ciia bach cu, ngin
can gial phong cac hydrolase acid pha huy tir bach cau, trc ché tap trung dai thuc bao tai b viém,
lam giam két dinh bach cdu véi néi md mao mach, 1am giam tinh thAm thanh mach va hinh
thanh phu, hinh thanh phin bé thé, d6i khing véi hoat tinh cta histamin va giai phéng kinin,
giam tang sinh nguyén bao soi, ling dong colagen va hinh thanh seo & giai doan sau va co thé
boi cdc co ché khac chua biét r6.

Prednisolon tc chu hé thong mlen dich do lam giam hoat tinh va thé tich ciia hé thong lympho,
giam globulm mién dich va nong do b thé, giam phitc hop mién dich qua cic mang va c6 thé
lam giam phan tmg cia mo vdi twong tic khang nguyén-khang thé.

Prednisolon ¢6 thé kich thich bai tiét cc thanh ph::}'in khac nhau cua dich da day. Prednisolon co
hoat tinh mineralocorticoid yéu, tdng gift natri va lam mat kali trong té bao. cé thé dan toi o
dong natri va tang huy¢t ép.

PAC TINH DUGC PONG HQOC

Kha dung sinh hoc theo dudng udng ctia prednisolon xap xi 82%. Néng d6 dinh huyét tvong dat
tir 1 - 2 gior sau khi ding thudce. Prednisolon lién két voi protein khoang 90 — 95%. Nura doi coa
prednisolon xép xi 1,7 - 2,7 gio.

Prednisolon dugce chuyen héa & gan va nhitng chit chuyén héa 1a dang este sulfat va glucuronid
duoc bai tiét vao nude tiéu.

QUY CACH PONG GOI:

Chai HDPE. Chai 200 vién nén

Chai HDPE. Chai 500 vién nén

Ep vi AVPVC. Hop 03 vi x 10 vién nén.

Ep vi AI/PVC. Hop 05 vi x 10 vién nén.

Ep vi AI/PVC. Hop 10 vi x 10 vién nén.

PIEU KIEN BAO QUAN: Noi khd, dudi 30 °C, trdnh 4nh sang.

HAN DUNG: 36 thang ké tir ngdy san xudt. Khong ding thude quéa han str dung.
TIEU CHUAN CHAT LUQNG: Tiéu chudn nha san xuét.
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TEN, PIA CHI CUA CO SO SAN XUAT THUOC
Co s& san xudt thuée: CONG TY CO PHAN DUGC PHAM BOSTON VIET NAM.

Dia chi: S6 43, Puong s6 8, KCN Viét Nam - Singapore, phuong Binh Hoa, thanh phé Thuin
An, tinh Binh Duong.

Dién thoai: 02743 769 606 Fax: 02743 769 601

Email: rd.boston(@bostonpharma.com.vn.
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an Duoc pham Boston Viét Nam Hb so dang ky thude
AM PHARMACEUTICAL JSC PREDNISOLON BOSTON

CO PHAN \
DUCC PHAM |- )) _
VI;%?NON BANG SO SANH CAC NOI DUNG THAY DOI
Uiy PAL T ay doi tén thuéc thanh phim
Tén thudc thanh pham da dwgc duygt Tén thudc thanh phim dé nghi thay dbi
PREDNISOLON BOSTON PREDNISOLON 5MG

MiV-PA2: Thay déi/bd sung ndi dung ciia huéng dan siv dung va/hodc mau nhin véi truong hop:
b) Bé sung/bé bot/thay thé hinh anh, so db, hodc nji dung.
BANG SO SANH CAC NOI DUNG THAY POI HUONG DAN SU DUNG

(Ni dung thay déi dwoe in mau)

_ NOIDUNG NQI DUNG GIAI TRINH BO SUNG/|
DA PUQC DUYET XIN THAY DOI THAY BOI
Rx Thube bin-theo-don Thay doi tén thubc thanh phdm
s : = ; nham phu hgp theo yéu cau cta
4 HUONG DAN S DUNG khoan 6 Diéu 8 Thong tu sb
PREDNISOLON BOSTON ) ) i 08/2022/TT-BYT ngay 05/9/2022
Rx Thuoc nay chi ding theo don thuoc o RA Y A
) cua Bo Y té.
BE XA TAM TAY CUA 'l;Rl:f. EM HUGNG DAN SU DUNG THUOC Cép nhat cach ghi theo thong twr
‘ o NAY CHLDENG o PREDNISOLON 5MG QLAGLS/IT-BY¥T.
Si Dé xa tam tay tré em
POC KY HUONG DAN SU DUNG TRUOC KHI | Poc k§ hudng dan sit dung trude khi ding
DUNG
£ 2 ~ ~ il r 3
NEU-CAN-FHEM-THONG FIN-XINHOB-KIHEN

Bang so sanh cde ngi dung thay doi 1



Cang ty C6 phan Dugc phim Boston Viét Nam e
BOSTON VIETNAM PHARMACEUTICAL JSC

Ho so dang ky thudc
PREDNISOLON BOSTON

_ NOI DUNG
PA PUQC DUYET

NOI DUNG
XIN THAY POI

GIAI TRINH BO SUNG/
THAY DOI

THANH PHAN
Mbi vién nén ¢é chua:
Prednisolon......cooovveeiiiiiiiiiiieee 5 mg

Ta duoc: Mannitol, lactose monohydrat, tinh bdt mi,
aspartam, povidon K30, mau vang s6 6, mau vang sb
15, natri starch glycolat, mii cam, silicon dioxyd,
magnesi stearat, nuoc tinh khiét vira dt 1 vién nén.

THANH PHAN

MOi vién nén cé chira:

Thanh phan hoat chit:

PHEATISOIOM assssmasems s s tiass 5mg

Thanh phén td dwoc: Mannitol powder, lactose
monohydrat, tinh bt mi, aspartam, povidon K30, mau
vang sd 6, mau vang s 13, natri starch glycolat, mui
cam, silicon dioxid, magnesi stearat va nudc tinh khiét
vira da 1 vién nén.

Cép nhét cach ghi theo thong tu
01/2018/TT-BYT.

MO TA SAN PHAM
Vién nén hinh 36 8, mot mét cé chit US, mdt mit
tran, mau cam. mui cam, canh va thanh vién lanh lan.

DANG BAO CHE
Dang béao ché: Vién nén

M6 ta san phdm: Vién nén hinh s6 8, mt mat c¢6 chir
US. mdt mat tron, mau cam, mui cam, canh va thanh
vién lanh lan.

Cép nhat cach ghi theo théng tu
01/2018/TT-BYT.

—  Dung udng (sau khi an sang trong quing thoi
gian tr 7— 8 gio).

Liéu

-~ Dung ubng (sau khi in sang trong quéng thoi
gianto 7—8 gio).

Liéu ding

CHI PINH CHI PINH g
Khong thay doi
LIEU LUONG VA CACH DUNG CACH DUNG, LIEU DUNG
Cdch diang Cach ding

Cap nhét cach ghi theo thong tu
01/2018/TT-BYT.

Bang so sdanh cdc ngi dung thay déi

[ S




Céng ty C phﬁn Dugc pham Boston Viét Nam

Ho so dang ky thube

BOSTON VIETNAM PHARMACEUTICAL JSC PREDNISOLON BOSTON
f NOI DUNG NOI DUNG GIAI TRINH BO SUNG/ |
PA PUQC DUYET XIN THAY POI THAY DOI

—  Nguoi lén: Lidu ding khéi dau c6 thé tr 5 dén | —  Nguwoi lom: Lidu ding khoi déu ¢6 thé tir 5 dén
60 mg/ngay, tl‘;y thu@c vao bénh can diéu tri va thuong | 60 mg/ngay, u‘:y thu@c vao bénh can diéu tri va thuong
chia lam 2 - 4 _an moi ngay. chia lam 2 - 4 lan moi ngay.

—  Tré em: Liéu cho tré em co thé tir 0,14 - 2 —  Tré em: Liéu cho tré em cé thé tir 0.1% -2
mg/kg/ngay hodc 4 - 60 mg/m*/ngdy, chia lam 4 1an. | mg/kg/ngay hoic 4 - 60 mg/m*/ngay, chia lam 4 lan.
CHONG CHI PINH CHONG CHI PINH N

Khéng thay doi

THAN TRONG

CANH BAO VA THAN TRONG KHI DUNG
THUOC

Cap nhat cach ghi theo théng tu
01/2018/TT-BYT.

ANH HUONG LEN KHA NANG LAI XE VA VAN
HANH MAY MOC

ANH HUONG CUA THUOC LEN KHA NANG
LAI XE VA VAN HANH MAY MOC

Cép nhit cach ghi theo thong tu
01/2018/TT-BYT.

TUGNG TAC THUOC

Ding dong :hoi v6i barbiturates, _ carbamazepin,
phenytoin, primidon, rifampicin cé thé lam giam hiéu
lue cta prednisolon.

Tranh dung dong thoi prednisolon voi thudc chéng
viém khong steroid vi co thé géy loét da day.
Prednisolon c6 thé gay tang glucose huyét, do dé cin
dung liéu insulin cao hon.

TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thudc

Ding dbng thoi véi  barbiturates, carbamazepin,
phenytoin, primidon, rifampicin cé the¢ lam giam hi¢u
lue cta prednisolon.

Prednisolon c6 thé gy tang glucose huyét, do dé cin
dung liéu insulin cao hon.

Twong ky ciia thuoc

Cép nhat cach ghi theo théng tu
01/2018/TT-BYT.

Béng so sdnh cdc nji dung thay doi



Céng ty Cb phan Dugc pham Boston Viét Nam -

Hb so dang ky thudce

BOSTON VIETNAM PHARMACEUTICAL JSC PREDNISOLON BOSTON
_ NQI DUNG NOI DUNG GIAI TRINH BO SUNG/
PA PUQC DUYET XIN THAY POI THAY DOI

Tranh dung dong thoi prednisolon véi thuée chéng
viém khong steroid vi ¢6 thé gly loét da day.

TAC DUNG KHONG MONG MUON CUA
THUOC

TAC DUNG KHONG MONG MUON CUA

THUOC

Bido cido ADR

Viée bdo céo cac phan tmg nghi ngd 6 hai cua thube
sau khi duge luu hanh la rét quan trong, diéu nay cho
phép tiép tuc theo dbi can bang gitta loi ich/ rii ro cla
thudc. Céc chuyén giay té can phai bao céo bat ky phan
img l’lbhl ngo’ c6 hai nao qua hé théng ctia Trung tAm
Quoéc gia vé Thong tin thude va Theo dbi phan tng cé
hai ciia thube (Trung tdm DI &ADR Quobc gia).

Thong bdo cho bidc sy, dugc st doi voi cdc phan teng
c6 hai cd thé gap phdi khi sit dung thuoc

Cép nhét cach ghi theo thong tu
01/2018/TT-BYT.

QUA LIEU VA CACH XU TRi

Triéu chitng: Nhimng triéu chimg qua lidu gdm biéu
hi2n hoi ching dang Cushing, yeu co va loding xuong,
chi xay ra khi dung glucocorticoid dai ngay.

Xar [y: Trong nhiig trudng hop nay can can nhic dé c6

quyét dinh dung din tam ngimg hodic nglmg hin viée
dung glucocorticoid.

QUA LIEU VA CACH XU TRi
Triéu chirng

Nhitng triéu ching qua liéu gom biéu hién hdi chimg
dang Cushing, yéu co va loiing xuong, chi xay ra khi
dung glucocorticoid dai ngay.

Cich xu tri

Trong nhitng truong hop nay can can nhic dé ¢ quyét
dinh ding dan tam nglmg hodc ngung hin viée dung
glucocorticoid.

Cap nhat cach ghi theo thong tu
01/2018/TT-BYT.

Barng so sdanh cdc néi dung thay doi




Cong ty C6 phan Dugc pham Boston Viét Nam

HG so dang ky thude

BOSTON VIETNAM PHARMACEUTICAL JSC PREDNISOLON BOSTON
_NOQIDUNG NOI DUNG GIAI TRINH BO SUNG/ |
PA PUQC DUYET XIN THAY DOI THAY DOI
DUQC LUC HQC PAC TINH DUQC LUC HQC

Ma ATC: HOZABO6.

M3i ATC: HO2ABOG.
Nhom dugc ly: Corticosteroid

Cap nhét cach ghi theo théng tur
01/2018/TT-BYT.

Cép nhat cach ghi theo thong tu
01/2018/TT-BYT.

BAO QUAN DIEU KIEN BAO QUAN Céap nhat cich ghi theo thong tu
,,,,,,,,,,,, 01/2018/TT-BYT.
HAN DUNG HAN DUNG Khong thay dbi

QUY CACH PONG GOI

Chai HDPE. Chai 200 vién nén _
PONG GOI Chai HDPE. Chai 500 vién nén Thay ddi b sung quy cach déng

. . g ) Y A go6i theo cong vin so 5594/QLD-

Chai-500-viénnén Ep vi AI/PVC. Hop 03 vi x 10 vién nén. PK ngay 05/05/2020

Ep vi AI/PVC. Hop 05 vi x 10 vién nén.

Ep vi AVPVC. Hép 10 vi x 10 vién nén.
TIEU CHUAN TIEU CHUAN CHAT LUONG

Cép nhat cach ghi theo thong tu
01/2018/TT-BYT.

Bdng so sanh cdc ndi dung thay doi



Céng ty Co phan Duge pham Boston Viét Nam -
BOSTON VIETNAM PHARMACEUTICAL JSC

Hb so dang ky thube
PREDNISOLON BOSTON

Dia chi: 43. duong s6 8, KCN Viét Nam — Singapore,
Thuin An, Binh Duong, Viét Nam

Dién thoai: 06503 769606, Fax: 06503 769601

Singapore, phudng Binh Hoa, thanh phd Thudn An, tinh
Binh Duong, Viét Nam

Dién thoai: 02743 769 606  Fax: 02743 769 601

Email: rd.boston@bostonpharma.com.vn.

NOI DUNG NQI DUNG GIAI TRINH BO SUNG/
PA PUQC DUYET XIN THAY POI THAY DPOI
TEN, PIA CHI CUA CO SO SAN XUAT THUOC
San-xuit-ti: Co s& san xudt thube: CONG TY CO PHAN DUOC
CONG TY €O PHAN DUGC PHAM BOS TON | PHAM BOSTON VIET NAM. b e e e e
VIET NAM. Dia chi: S6 43, Duomg s§ 8, KCN Vigt Nam - | b2y d0f diachi co O sin xust

thudc theo cong van sb
14760/QLD-DK ngay 07/09/2020

Bimg so sdnh cde néi dung thay doi




Cong ty Co phan Dugc pham Boston Viét Nam

Hb so dang ky thude

BOSTON VIETNAM PHARMACEUTICAL JSC PREDNISOLON BOSTON
BANG SO SANH CAC NOI DUNG THAY POI MAU NHAN
(N6i dung thay déi dwoc in mau)
NOQI DUNG _NQIDUNG NOI DUNG GIAI TRINH BO SUNG/
PA PUQC DUYET XIN THAY DOI THAY DOI

MAu nhin hop va méiu nhin chai

' Thay dbi tén thude thanh phf{;n nham phu hop
Tén thube PREDNISOLON BOSTON PREDNISOLON 5MG theo yéu cdu ctia khoan 6 Biéu 8 Théng tu s6

08/2022/TT-BYT ngay 05/9/2022 clia Bd Y té.

Pia chi co s
san xuat
thuoc

Sé 43, duong s6 8, KCN Viét Nam —
Singapore, phuong Binh Hoa, thi x& Thudn
An, tinh Binh Duong

No.43, Street No.8, Vietnam — Singapore
Industrial Park, Binh Hoa Ward, Thuan An
Town, Binh Duong Province

S6 43, duong s6 8, KCN Viét Nam —
Singapore, phuong Binh Hoa, thanh
phé Thudn An, tinh Binh Duong
No.43 street No.8, Vietham -
Singapore Industrial Park, Binh Hoa
Ward, Thuan An City, Binh Duong
Province

Thay fiéi dia chi co s¢ san xuét thube theo cong
van s6 14760/QLD-DK ngay 07/09/2020

Céc thong tin
khac

Khéng thay doi

Nhian vi

Tén thuoce

PREDNISOLON BOSTON

PREDNISOLON 5MG

Thay dbi tén thudc thanh phdm nhdm phi hop
theo yéu cau cua khoan 6 Biéu 8 Théng tu sb
08/2022/TT-BYT ngay 05/9/2022 clia Bo Y 2.

Céc thong tin
khac

Khong thay ddi

Bdang so sdnh cde noi dung thay doi




