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iy HO SO HANH CHINH &
A pimed THONG TIN SANPHAM |
6. NHAN THUOC

Ngay 23 thang OF. nam 2018

Ds. Pham Bao Anh

1. M&u nhén vi (nhdm — nhém) vién nang cting APiCIR_IN 50

2. M&u nhan vi (nhdm — PVC) vién nang ctmg APICIRIN 50

3. Mau nhan hop 3 vi nhom — nham' vién nang cimg APICIRIN 50
~ 4. Mau nhan hop 10 vi nhém — nhom vién nang ctmg APICIRIN 50

5. M&u nhan hop 3 vi nhém — PVC vién nang cung APICIRIN 50

6. Mau nhin hop 10 vi nhém — PVC vién nang ctimg APICIRIN 50
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Vi tri dong so 16 san xuat han ding
S0 16 sén xuat va han ding dudc dap ndi trén vi
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Vi tri dong s0 1o san xuat han ding

S0 16 san xuat va han ding dugc dap noi trén vi
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Tilg 7:10

HOP APICIRIN 50
6p 3 vi Alu-Alu)

Rx Thuéc ké don WHO-GMP

APICIRIN 50

Diacerein 50 mg

Hép 3 vi x 10 vién nang clirng

Thanh phdn: M5! vién nang cimg chira Tiéu chudn: TCCS
DIBGBIBIN..... .. oreeosvorsmearsss NN o MG D4 xa thm tay tré em.
Té dugc vira du.. — Boc ki hwéng din sir dyng trude khi dung,

Chi dinh, cach dang, chéng chi dinh va cac théng tin khac A pimed
Xin doc trong t& hurdng dln sir dung L
Bao quan CONG TY CO PHAN DU'Q/C APIMED

o N1 hidp Fh - Thant
Dé noi khd rao, tranh dnh séng, nhiét d khong qua 30T. Suring . ogm chv: nghio Pha Tk ey T

Rx Prescription drug WHO-GMP

APICIRIN 50

Diacerein 50 mg

Box of 3 blisters x10 hard capsules

Composition: Each hard capsule contains Specification: In-house
Diacerein I S PER IO |, | Keep out of reach of children.

EXCITROTAB GBi..oo v insisrisiaismmssimssissinsissiisssnsssine | DRDRANE Read the package insert carefully before use.

Indicati i i i and other A pimed

precautions: Read the package insert inside u.hmﬁ:

Storage APIMED PHARMACEUTICAL JOINT STOCK COMPANY
N1 Strmet, Phu Thanh-vinn T ASUMTAl QD Vinh Tharh commune:

In a dry piace, protect from light, do not store above 30T. Aon Traot dheet. Dorg e rovinoe

SPK / Visa No

S4 16 SX / Batch No

NSX / Mig Date

HD / Exp Date
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HOP APICIRIN 50
6p 10 vi Alu-Alu)

Rx Thubc ké don WHO-GMP

APICIRIN 50

Diacerein 50 mg

Visa No

Hop 10 vi x 10 vién nang cung

SBK

Thanh phén Tiéu chudn: TCCS ‘
| MB8i vién nang cirng chira

Diacerein - S0mg  pé xa thm tay tré em.

Ta dwoc vira di 1 vién Doc ki hwéng din sir dyng
| trurére khi ding.
| Chi dinh, cach dung, chéng chi djnh va
| céc théng tin khac
| Xin doc trong & huwéng dén sir dung.

ARinsd

Bao quan Co o shn wublt

| Dé noi kho réo, tranh anh sang, nhiét & CONG TY CO PHAN DUQ'C APIMED

Dutrng N1, cum edng nghiép Phi Thanh-Vinh Thanh
xih Vinh Thanh, huyén Nnon Trech, tich Béng Nas

| khéng qua 30
APICIRIN 50
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Rx Prescription drug WHO-GMP

APICIRIN 50

Diacerein 50 mg

Box of 10 blisters x10 hard capsules

Composition Specification: In-house
| Each hard capsule contains:
| 50mg

Diacerein Keep out of reach of children, |
| Excipients g.s. 1 capsule Read the package Insert carefully
before use.

|
| Indications, administration, | |
| contraindications and other precautions: | € |
| Read the package insert inside l r-C:
' Storage f\f“"}f ‘
In a dry place, protect from light, do not APIMED PHARMACEUTICAL JOINT STOGK COMPANY |

1 Strmat. P Tt Vinh Thanh indusirsat greus. Vi Thas

store above 30T K T o ot v

APICIRIN 50

N 135 mm '

NSX ! Mig Date
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Hop 3 vi Alu-PVC)

Rx Thuéc ké don WHO-GMP

APICIRIN 50

Diacerein 50 mg

Hép 3 vi x 10 vién nang cing

Thanh phin: M&i vién nang cimg chira Tiéu chudn: TCCS

Discerein 50 mg D4 xa thm tay tré em,

Té dugc vira di 1 vién Boc ki huomg din sir dyng trude khi ding
Chi dinh, cach diing, chéng chi dinh va cac A i

théng tin khic ,.\P,[lﬁq

Xin doc trong 1& hudng diin sir dung
Bao quan Dé noi khé réo, tranh anh sang
nhidt 48 khdng qua 30T

Co & sdn wubt

CONG TY CO PHAN DU'Q'C APIMED
Dutng N1, cum cdng nghiée Pra Theah-vinh Thanh
=i Vinh Thanh. huybn Nhon Trach, tinh Déng Ne:

Rx Prescription drug WHO-GMP

APICIRIN 50

Diacerein 50 mg

Box of 3 blisters x 10 hard capsules

Composition' Each hard capsule contains Specification: In-house
Diacerein 50 mg Keep out of reach of children.

Excipients q.s. 1 capsule Read the package insert carefully
before use.

and other precautions

Read the package insert inside. i .:-}..,

Storage in & dry place, protect from light, do not APMED FHARMACEUTICAL JOWT 8TOCK COM
store above 30C :;"::v‘ w‘-‘-:':m";'-:":m' vk Trane

- 95,00 mm .

SOK | Visa No

S4 16 SX | Batch No
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) HOP APICIRIN 50
I6p 10 vi Alu-PVC)

{: J: 60 mm

Rx Thubc ké don WHO-GMP

APICIRIN 50

Diacerein 50 mg

Hap 10 vi x 10 vién nang cirng

Thanh phin: Tiéu chudn: TCCS

M&i vién nang cung chura:

Dl;;rem kbl som Dé xa tim tay tré em.

g - . ag Boc ki huéng din si dung
a dugc vua du. vien t khi dum

Chi djnh, cach dung, chéng chi Bao quan:

3 dinh va cac théng tin khac: D& noi kho réo, tranh anh sang
| Xin doc trong t& hurémg din sir dung.  nhiét 46 khéng qua 30T

APimed
Co 86 sén xult

CONG TY CO PHAN DUQ'C APIMED

Dutng N1, cum 66ng nghip Pha Thanh-Vinh Thanh, xi Vinh Thanh, huybn Nhon Trach, tinh Béng Nai

APICIRIN 50

:

WHO-GMP

APICIRIN 50

Diacerein 50 mg

Rx Prescrption drug

Bw gg ulBlaoRIg

- 0S NIHDIdY

Box of 10 blisters x 10 hard capsules

60 mm

SPK / Visa No

S6 18 SX / Batch No :

Composition: Each hard capsule  Spesification: In-house

?’“""‘ Keep out of reach of children.
SR S0ME  Read the package insert
Excplanis o8 1capsule  carefuily before use.
Indications, administration, Storage:

contraindications In a dry place, protect from light,

and other precautions: do not store above 30T.

Read the package insert inside

APpned

Manulactured by
APIMED PHARMACEUTICAL JOINT STOCK COMPANY
N1 Strwet, Py Thash-vinh Thanh ndustnal group. Vink Thanh commune, Hhon Trach ditrict. Dong He: prowinos

APICIRIN 50

100 mm

Tile 7:10

65 mm

NSX / Mifg Date

HD / Exp Date
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Trang: 1/ 6

~-Vién nang cirng APICIRIN 50

Ngay L0, thang 02 nim 2020

Co si diing ky va san xuit thube
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Trang 2/6

Huwong din sir dung thuéc:
RXyién nang cirng APICIRIN 50

“Doc ki hudng din sir dung truée khi ditng”
“Pé xa tim tay tré em”

“Thudc niy chi diing theo don thubc”

THANH PHAN CONG THUC THUOC
Vién nang cirng APICIRIN 50

Thanh phan duoc chit:

B L7 Tor-) ¢ 1 LR P U SY L Sl e O MR e BN LS R L RIS ERE oo oo o s 50 mg

. - Thanh phan t4 dugc:
Tinh bot ngd, lactose monohydrat 200, natri starch glycolat loai A, natri lauryl sulfat, povidonK30,
silic:dioxyd, niagnesi stearat, BOETAIC. ...t mssessrissiosronenssssnprmsesasmtiisnsssniasss samasssans vira du 1 vién.
DANG BAO CHE
Vién nang ctimg sb 2, ndp mau xanh, than mau tring, bén trong chira bt thudc mau vang dén vang
nhat.
CHI DINH
Diéu tri tridu chimg cho cic bénh nhan thodi héa khdp hong hodc gbi, véi tac dung chém.
Khong khuyén céo diéu tri bang diacerein cho nhimg bénh nhén thodi héa khép hong c6 tién trién
nhanh do nhirg bénh nhén nay c6 thé dép img yéu hon véi diacerein.
CACH DUNG, LIEU DUNG
Viéc sir dung diacerein nén dugc bt ddu bai bac sy 6 kinh nghiém trong diéu trj thodi héa khdp.
Céch dung:
. o Thudc dung duong udng.
o Thuoc phai duge nudt nguyén ven (khong duge lam va thude) véi mdt ly nudc.
Liéu dung:
Nguwdi lén va thanh thiéu nién trén 15 tubi:
- Khéng khuyén khich sir dyng diacer&in cho bénh nhén trén 65 tudi, dic biét bénh nhan cé tién sir
tiéu chay.
Do mét s6 bénh nhan c6 thé bj di ngoai phan long hodc tiéu chay, lidu khoi dau khuyén cdo cia
diacerein 1a 50 mg (1 vién)/ 1an/ ngay cing véi bira tbi trong vong 2- 4 tuan déu tién. Sau d6 c6 thé
tang 1én liéu 50 mg (1 vién) x 2 lan/ ngay. Khi d6 nén udng thudc cing v6i bira an (1 vién vao bira
sang va vién con lai vao bira toi).
Cic déi twgng dic biét:
O ngudi cao tudi < 65 tudi va & bénh nhan suy than vira phai, khéng can phai diéu chinh lidu.

O nhimg bénh nhan suy than nang (d6 thanh thai creatinin dugi 30 ml/ phit) nén gidm mét nia lieu
dung hang ngay.
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Trang 3/6

Néu quén udng mot liéu thude, ngudi bénh uong ngay khi nhd. Tuy nhién, néu gan thoi gian udng
lidu tiép theo thi bo qua liéu da quén. Khong udng gap doi lidu dé bu lidu da quén.

Khéng cé yéu cdu dac biét vé xir ly thuée sau khi sir dung.

CHONG CHIDINH

e Mén cam véi deacerein hodc véi bét ky thanh phan nao cia thuée.

» Bénh nhan dang mic cac bénh vé gan holc ¢6 tién sir bénh gan.

e Bénh viém dai trang (viém loét két trang, bénh Crohn ...).

* Hdi chimg dau bung khong ré nguyén nhan.

e Bénh nhan bj tac rugt.

 Bénh nhdn c6 tién sir tidu chay nang, mat nudc, giam kali méau phai nhap vién.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Tiéu chay:

- Uéng diacerein thuong xuyén c6 thé gay tiéu chay (xem phan Tdc dung khéng mong mudn), tir d6
dan t6i mat nudec va giam kali mau. Bénh nhdn nén ngimg sur dung diacerein khi bj tiéu chay va
trao dbi vai béc sy diéu tri vé cac bién phéap diéu tri thay thé.

- Nén than trong khi sir dung diacerein cho nhimg bénh nhén ¢6 sir dung thuée lgi tiéu do lam tang
nguy co mat nuée va giam kali méu. Dic biét than trong dé phong giam kali mau khi bénh nhan
c6 sir dung dbng thoi cac glycosid tim (digitoxin, digoxin).

- Tranh st dung dong thoi diacerein véi cac thube nhudn trang,

Nhiém dc gan:

- Tang ndng dd enzym gan huyét thanh va céc triéu chimg ton thuong gan cép tinh da dugc ghi
nhan trong that gian luu hanh diacerein trén thi trudng (Xem phan tac dung khong mong muon).

- Trude khi bat dau dleu tri bang diacerein, nén hoi bénh nhan vé cac benh mic kem va tién sir, dac
biét la cac bénh vé gan va sang loc cac nguyén nhan chinh gay ra bénh gan tién trién. Néu chan
doan mic cac bénh gan dugc xac dinh, chdng chi dinh diing diacerein (xem phdn chéng chi dinh).

- Cén theo ddi chat ché céc dau hiéu t6n thuong gan va than trong khi st dung diacerein dong thoi
véi cac thudc co thé gay tén thuong gan. Khuyén céo bénh nhan giam udng rugu khi dang diéu tri
bang diacerein.

- NgU'ncr dung diacerein neu phét hién ting enzym gan hay nghi ngd c6 dau hiéu hogc tri¢u chimg
cua ton thuong gan. Tu van cho bénh nhén vé cac ddu hiéu va triéu chimg ctia nhiém doc gan va

yéu cau bénh nhan lién lac ngay véi bac sy diéu tri trong trudng hop phat hién déu hiéu cua ton
thuong gan.

Canh bao khac:

- Khéng nén ding diacerein cho tré dudi 15 tudi.
- Khéng khuyén céo diing cho phu nitr dang trong thoi ky mang thai va cho con bu.

- Thubc cé chira lactose. Bénh nhan mic bénh di truyén hiém gap khién khéng dung nap duoc

galactose, thiéu hut men Lapp lactase hoac kém hép thu glucose- galactose khong nén ding thuée
nay.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir ¢ thai:

Nghién ciru trén ddng vay cho thiy diacerein 1am chim sy héa xuong o thai nhi.
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Trang 4/6

Trén lam sang, khong c6 du dir liéu dé danh gia kha nang gay di tat hodc anh huong cé hai khi
dung diacerein trong khi mang thai. Do vay, khéng khuyén cdo dung diacerein cho phu nir mang
thai.

Phu nir cho con bu:

Cac béo céo cho thiy mét lugng nhé céc din xuat anthraquinon di vao sita me. Khong khuyén cao
dung diacerein cho phu nir dang cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Diacerein khong anh huéng dén kha nang l4i xe va van hanh mdy méc.
TUONG TAC CUA THUOC

- Khéng dung dong thdi véi cac thube chira mudi, oxid hodc hydroxid nhom, calci va magnesi vi
chiing lam giam hap thu diacerein. Nén diing nhiig chat nay sau khi udng diacerein 2 gio.

- Thubc lgi tiéu va/ hodc glycosid tim: Str dung diacerein c6 thé dan dén tiéu chay va giam kali
mau. Can than trong khi sir dung ddng thoi voi cac thude lgi tiéu (thude loi tiéu quai va cac
thiazid) hay véi cac glycosid tim (digitoxin, digoxin) do lam tang nguy co loan nhip (xem phan

. canh bao ddc biét va than trong).

TAC DUNG KHONG MONG MUON CUA THUOC

Céc tac dung khdng mong mudn dugc phén loai theo co quan va tan suat. Cac nhom phan loai tan sudt
dugc quy udc/ dinh nghia nhu sau: Rt thuong gap (> 17 10), thudng gap ((= 1/ 100 va < 1/ 10), it gap
(= 1/ 1.000 va < 1/100), hiém gap ((= 1/ 10.000 va < 1/ 1.000), rét hiém gap (< 1/ 10.000).

Réi loan tiéu hoa:

- Rat thudng gdp: Tiéu chay, dau bung.
- Thuomg gdp: Tang nhu ddng rudt, day hoi.

Cac tac dung nay s& thuyén giam khi tlep tuc sur dung thuée. Trong mét s6 truong hop xuat hién tiéu
chay nghiém trong cd bién chimg nhu mat nudc va roi loan cén bang dién giai.

Roi loan hé gan mat:

- It gap: Tang enzym gan huyét thanh.
Réi loan da va md dudi da:

- Thuong gap: Ngia, ban da, cham.
. Réi loan than va tiét niéu:

- Khong xdc dinh tdn sudt: Nuée tiéu sim mau. Dy la ddu hiéu dién hinh cua loai hop chat c6 trong
thudc va khong cé y nghia vé 1am sang.

Dir liéu tir theo ddi hau mai:

. Réi loan hé gan mt: .

Céc trudng hop tén thuong gan cép tinh, bao gém ca tang enzym gan huyét thanh va cic truong hop
viém gan c6 lién quan dén diacerein da dugc béo cdo trong thoi gian hau mai. Phén I6n cac trudng hop

nay xay ra trong nhimg théng dau tién khi bat ddu diéu tri. Can theo ddi chit ché cac dau hidu va triéu
chimg tén thuong gan trén bénh nhan (xem phan canh bdo ddc biét va thdn trong).

Hudng dan cich xir tri ADR: Cac ADR nhe ¢6 thé ty khoi. Can theo doi that ky cac tac dung khéng
mong mudn va diéu tri triéu chimg. Phai ngimg thudc va bao cho bac sT hodc dén bénh vién ngay lap
tirc khi ¢6 biéu hién tic dung khéng mong muén ning.

Bio cdo cic phan ing c6 hai: Hay bdo cho béc si, dugc st néu ngudi dang thude nhan thiy bat ky tac
dung phu nao, ké ca cac tac dung chua duge liét ké, hojc bio cdo cic phan (mg c6 hai cua thude vé
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Trang 5/6

Trung tim Thong tin thudc va Theo ddi phan (mg c6 hai cua thudc (bdo cdo ADR online tai dia chi
http://baocaoadr.vn).
QUA LIEU VA CACH XU TRi
Triéu ching:
Duing qua liéu diacerein c6 thé gay tiéu chay ning.
Xir tri:

Diéu tri triéu chumg. Diéu tri cép clru bao géln phuc héi cdn bing nudc- dién giai néu can thiét.

PAC TINH DUQC LUC HOC
Nhom duge Iy: Thude chéng viém va chong thdp khop khéng steroid
Ma ATC: MO1AX21

- Diacerein [a mét dén.xua‘u anthraquinon c6 hoat tinh khang viém & mrc d¢ trung binh. Thudc ¢6 kha

nang khang viém & liéu cao va khong gdy kich img da day.

. - Két qua nghién ctiu invitro cho thdy diacerein cé cac dic tinh sau:

« Ut ché sy thuc bao va di chuyén cua dai thyuc bao.

« Ut ché su san xudt enterleukin 1.

» Giam hoat tinh collagenolytic.

Trong mdt sb trudng hop. diacerein kich thich sy tng hop proteoglycan, glycosaminoglycan va acid
hyaluronic.

- Céc nghién cru & mdt s6 mé hinh viém xuong khép & dong vat cho thdy diacerein lam giam hing dinh
strthodi hda sun so véi nhom khong duge diéu tri.

- Céc nghién ctru 1am sang cho thdy c6 su giam dau dang ké va cai thién chirc ning khép déng ké so voi
ding gia dugc (placebo) sau | thang diéu tri v6i diacerein. Cac nghién ctru khéc cho thay tac dung c6
lgi cia vige diéu tri voi diacerein con kéo dai it nhat 2 thang sau khi da ngung diéu tri. Mot nghién ciru
mi d6i ngdu nhién c6 nhom chimg gia duge dugc tién hanh & nhiu trung tim trong 3 nim (nghién
ciru ECHODIAH) trén 507 bénh nhan bi thodi hda khép hang da cho thdy Diacerein lam cham déng ké
su thoai hda sun.

DAC TINH DUGC DONG HOC

. Hip thu:

Sau khi gc“'mg 1 Ii,éu don 50 mg diacerein, ndng d6 dinh trong huyét tuong xudt hién trung binh sau 2,5
gi0 va nong d¢ t0i da (Cyex) khoang 3mg/ 1. Dung diacerein trong bira an lam tang sinh kha dung (di¢n
tich dudi dudng cong ting khoang 25%) va sy hip thu cham lai. Khi dung ligu 50 mg dén 200 mg
diacerein dudi dang liéu don, tat ca thong sé dugc dong hoc déu khéng phy thude vao liéu diing,

Phén hi: g

Sau khi diing dudmg uéng, diacerein di quan gan diu tién va duoc khir actyl toan bo thanh rhein. Chit
nay duge lién hop sulfo.

Chuyén héa thube:

Sur két hop véi protein rat cao (99%). Didu nay chi yéu 1a do ai luc két hop manh véi albumin.

Thai trir thude:

Thoi gian ban thai cua rhein khoang 4,5 gio. Tom, lugng thude duge dao thai qua nude tiéu khoang

30%. Khoang 80% rhein dugc bai tiét trong nudc tiéu dudi dang lién hop sulfo va ghucuro va khoang

20% dudi dang rhein khong thay déi. Sau khi diing lidu nhic lai (50 mg x 2 I4n/ ngay), diacerein cho
thay c6 tich ldy nhe.
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Trang 6/6

Bénh nhin suy thin:

O nhimg bénh nhan bj suy than nang (dd thanh thai creatinin dudi 30 ml/ phut), dién tich duéi dudng
cong va thai gian ban thai taing gap doi va dao thai qua nudc tiéu giam mét nita.

Ngui cao tudi < 65 tudi:

O nhimg bénh nhan 16n tudi, khi thubc dugc dung nap tét thi khéng cin thiét thay ddi lidu ding mac
du sy dao thai cham hon.

QUY CACH PONG GOI
Hép 3 vi nhédm — PVC, vi 10 vién nang climg.
Hép 10 vi nhém — PVC, vi 10 vién nang cing.
Hép 3 vi nhém — nhom, vi 10 vién nang cimng.

Hop 10 vi nhdm — nhém, vi 10 vién nang cung.

DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
- Diéu kién bao quan:

. Bao quan noi khé réo, tranh anh sang, xa tam tay cia tré em.
Béo quan nhiét do dudi 30°C.

- Han ding:

36 thang ké tir ngay san xuét.
- Tiéu chuén chit lugng: TCCS.

CO SO SAN XUAT
Céng ty Cé phian Duge APIMED
- Dia chi tru s6: 263/9 Ly Thuong Kiét, Phudng 15, Quan 11, thanh phé Hd Chi Minh.

- Dia chi nha may: Dudng N1, cum cong nghig¢p Phii Thanh - Vinh Thanh, x& Vinh Thanh, huyén
Nhon Trach, tinh E)on0 Nai.




