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1. Nhan truc tiép trén don vi dong goéi nhé nhat:
1.1. Vi 15 vién:

1.2. Nhan chai 100 vién:

Thanh phén céng thic:
Thanh phén dugc chét:
Thiocolchicosid....

amg

Thanh phén t& duge...vd...1 vién nén

Chi dinh

Céich ding - Liéu ding

Chéng chi dinh
Thén trang

Téc dyng khng mong mudn:
Va céc théng tin khic Y
Tiéu chufin: TCCS

Bao quan: Dudi 30°C, nai khé réo,

tranh anh sang.
SBK/Reg.No:

i RX THUGC KE DON
f Xintoe
j~ frong 18
hudng ddn

sil dung

Chai 100 vién nén

(LUCITROMYL 4mg

Compositions:
Active ingredient:
L e ——
for one tablet

Excipients.......qss........

Indications

Dosage- Administration

Contra-indications

Precautions; Adverse Effects: enclosed

And other information
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' Please
see

. leaflet

O X THM TAY TRE EM
BOC k¥ HUGNG DAN SU DYNG TRUGC KHI DING

‘Sén xudt fai;

CONG TY CO PHAN DUGC PHAM KHANH HOA
Buiing 218, Khom Ding Bc, P. Vinh Hoa,
TP. Nha Trang, T. Khinh Hoa

1.3. Nhan chai 500 vién:

Thanh phén céng thic:
Thanh phén dugc chét:

Thiocolchicosid...............c......... 4 mg
Thanh phan t& dugc...vd...1 vién nén
Chi dinh \

Céch dung - Liéu dun: :‘
9 9 1 Xin doc

Chéng chi dinh

L
Tac dung khéng mong mudn : sugdung
Va céc thong tin khac A ‘

Tiéu chudn: TCCS
Béao quan: Dudi 30°C, ndi khd réo,
tranh &nh séng.
SBK/Reg. No

I]E XA TAM TAY TRE EM
BOC K¥ HUGNG DAN SU DUNG TRUGC KHI DONG
San xuét tai;
CONG TY CO PHAN DUUC PHAM KHANH HOA
Bubng 2/4, Khm Béng Bic, P. Vinh Hoa,
TP. Nha Trang, T. Khanh Hoa

Manufactured by:
KHAPHARCO PHARM. CO.

@

Rx THUGC KE PON

Thiocolchicosid 4 mg

7/

Storage: Beow 30C, i iy lace, profet rom Ight
NEEP 0UT OF REACK OF CHILDREN
READ CAREFULLY INSTRUCTIONS BEFORE USE
Manufactured by:
Khanh Hoa pharmaceutical joint stock company

2/4 Street, Dong Bac hamist, Vinh Hoa ward,
Nha Trang City, Khianh Hoa province

NSXMfg Date
§616 SUBatch No.:
HD/Exp Date

Chai 500 vién nén

(LUCITROMYL 4mg

Thiocolchicosid 4 mg

Manufactured by:
KHAPHARCO PHARM. CO.

&)

1.4. Nhan chai 1.000 vién:

Thanh phan céng thic:

Thanh phan dugc chat:
(Ehiocokchicosid i s 4 mg
Thanh phan ta dugc...vd...1 vién nén

Chi dinh i
Caih dung -ILleu ding Xin doc
Chang chi dinh .
- trong té
Than trong 4
" o .| hudng dan
Téac dung khéng mong muén: it dung
Va céc théng tin khac H, ’
Tiéu chudn: TCCS

Bao quan: Dudi 30°C, noi khd rao,
tranh anh sang.
SBK/Reg.No:

BE XA TAM TAY TRE EM
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
San xuét tai;
CONG TY CO PHAN DUOC PHAM KHANH HOA
Budng 2/4, Khdm Béng Béc, P. Vinh Hoa,

TP. Nha Trang, T. Khanh Hba

\WHO-GMP]

Rx THUOC KE PON

(LUCITROMYL 4mq

Compositions:
Active ingredient:

Thiocolchicoside....................... 4 mg

Excipients........q.s........for one tablet
Indications 3

Dosage- Administration Please
Contra-indications b see

Precautions; Adverse Effects: enclosed

And other information leaflet

Specification: Manufacturer

Storage: Below 30°C, in dry place, protect from light
KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY INSTRUCTIONS BEFORE USE

Manufactured by:

Khanh Hoa pharmaceutical joint stock company

2/4 Street, Dong Bac hamlet, Vinh Hoa ward,

Nha Trang City, Khanh Hoa province

NSX/Nfg Date

S 16 SX/Batch No. :

HD/Exp Date

Chai 1.000 vién nén

Thiocolchicosid 4 mg

Manufactured by:

&

KHAPHARCO PHARM. CO.

Compositions:

Active ingredient:
Thiocolchicoside............ccuiuian 4 mg
Excipients........ o[- ETe for one tablet
Indications A
Dosage- Administration

faaid Please
Contra-indications see
Precautions; Adverse Effects:| enclosed
leaflet

And other information

Specification: Manufacturer

Storage: Below 30°C, in dry place, protect from light
KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY INSTRUCTIONS BEFORE USE

Manufactured by:

Khanh Hoa pharmaceutical joint stock company

2/4 Street, Dong Bac hamlet, Vinh Hoa ward,

Nha Trang City, Khanh Hoa province

NSX/Mfg Date

S6 16 SX/Batch No. :

HD/Exp Date
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2. Nhan hop trung gian:
https://trun@tarHIGPoZ x5 vién:

Rx THUGC KE PON

Hop 2 vi x 15 vién nén

(LUCITROMYL 4mg

Manufactured by:
KHAPHARCO PHARM, CO.
(5ompusition5:
Active ingredient: Thiocolchicoside.
Excipients. saac ] Mo

Thiocolchicosid 4 mg

Storage: Below 30°C, in dry place, protect from light
KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY INSTRUCTIONS BEFORE USE
by:

; Dosage - indicati
Precautions; Adverse effect and other information:
Please see enclosed leaflel

Specification: Manufacturer
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Khanh Hoa p joint stock company
2/4 street, Dong Bac hamlet, Vinh Hoa Ward,

Nha Trang city, Khanh Hoa Province
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Rx THUGC KE DON

© AUCITROMYL4mg

Thanh phén céng thic:

Thanh phén dugc chat: Thiocolchicosid...4 mg
Thanh phén ta dugc...........vd..........1 vién nén
Chi dinh; Céch ding- Liéu ding; Chéng chi dinh;
Thén trong; Tac dung khéng mong mudn va cac
thdng tin khéc: Xin doc trong 16 huéng dan sif dung
Tiéu chudn: TCCS

Bdo quan: Dugi 30°C, noi khd rdo, tranh anh sdng
_ DE XA TAM TAY TRE EM «

BOC KY HUOGNG DAN SU DYNG TRUGC KHI DUNG

Sén xuét tai

CONG TY CP DUJC PHAM KHANH HOA

Buéng 2/4, Khém Béng Bac, P. Vinh Hoa,

TP. Nha Trang, T. Khanh Hoa

SPK/Reg.no




_ 2.2. Hop 10 vi x 15 vien:

https://trungtamthuoc.com/yrocmp Hop 10 v1x 15 vign nén

RX THUOC KE PON

(LUCITROMYL 4mg

Thiocolchicosid 4 mg
@ Manufactured by:
KHAPHARCO PHARM. CO.

Hép 10 vix 15 vién nén

Thiocolchicosid 4 mg

(LUCITROMYL 4mqg

Sd 16 sx/Batch No.:

NSX/Mfg.date
HD/Exp.date

s (" Thanh phéan céng thiic: - N T e
; Thanh phan dugc chat: Thiocolchicosid........4 mg 3
/ Thanh phan t& dugc:............¥d.ee..c..... 1 vién nén =3
Chi dinh 5 g
Cach ding- Liéu diing : Xin doc - ﬁ
Chéng chi dinh ;| trong 10 2.
Than trong :> hUGrJg dan @ B
Tac dung khéng mong muén: sur dyng 2=
Va céc théng tin khac 3 )
Bdo quan: Dudi 30°C, noi khé rdo, tranh &nh séng g m
Tiéu chudn: TCCS =2
San xuéat tai = ’
CONG TY CO PHAN DUQC PHAM KHANH HOA g g
—_— o N Budng 2/4, Khém Déng Bac, P. Vinh Hoa, TP. Nha Trang, T. Khanh Hoa = ) T
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Manufactured by:
KHANH HOA PHARMACEUTICAL JOINT STOCK COMPANY
\2!4 street, Dong Bac hamlet, Vinh Hoa Ward, Nha Trang city, Khanh Hoa Province

— (Composilions: i ) =
Active ingredient: Thiocolchicoside.............. 4 mg E
Excipients.........iunis Q.8snrianiannnn fOr ONe tablet en
Indications : a E
Dosage - Administration : ES
Contraindications : | Please see =2
Precautions ;[ enclosed ¢_=,' =
Adverse effect : leaflet = E
And other information 39
Storage: Below 30°C, in dry place, protect from light & 2
Specification: Manufacturer % %
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Rx Thuée nay chi dimg theo don thude

LUCITROMYL 4mg
Dé xa tam tay tré em

Doc ki huéng dan sir dung trieée khi dimg

1. THANH PHAN, CONG THUC THUOC:

Mbi vién nén cé chira:

Thanh phd‘n hoat cht:

Thiocolchicosid ......cooeevvvivveiinennnn. 4 mg

Thanh phan td duoc: Lactose monohydrat, povidon K30, Tartrazin, cellulose vi tinh thé PH 101,

. natri croscarmellose, colloidal silicon dioxid, magnesi stearat.

2. DANG BAO CHE:

Vién nén

Mo ta dang bao ché: Vién nén tron, mau vang, mt mat ¢ vach ngang, mot mét c6 hinh  [5
duoc khic true tiép trén mat vién, canh va thanh vién lanh lan.

3. CHI PINH
Chi dinh hd trg diéu tri dau do co cimg co trong bénh 1y c6t song cip tinh & ngudi 16n va tré vi

thanh nién trén 16 tudi.

4. CACH DUNG, LIEU DUNG:

Thudc danh cho nguoi 16m va tré vi thanh nién trén 16 tudi.

Liéu duge dé nghi 1a 4 mg va liéu t6i da 1a 8 mg mdi 12 giv (16 mg mdi ngay). Thoi gian diéu tri
dugc gidi han trong 7 ngay lién tiép.

Tranh st dung lidu cao hon liéu khuyén céo hodc sir dung lau dai.

D6i tugng tré em: Khong nén sir dung thude cho tré em dudi 16 tudi do chua cé dir lidu vé an

toan va hiéu qua cua thude.

5. CHONG CHI PINH:
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C6 tién sir di (g véi thiocolchicosid hay bat ky thanh phin nao cua thube.
M3n cam véi colchicin.

Phu nir mang thai.

Phu nit cho con bu.

Phu nit ¢6 kha ning sinh con khdng sir dung bién phap tranh thai.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Than trong ddc biét:

Thén trong & bénh nhan dong kinh dong kinh hoic nguy co co giét, vi thiocolchicosid ¢6 thé 1am
ting tan s6 xuét hién con dong kinh, nén can nhiéc loi ich/nguy co déi véi bénh nhan khi sir dung
thiocolchicosid va theo doi bénh nhan thuong xuyén. Néu xudt hién con co giat, cin ngung su
dung thiocolchicosid.

Céc trudng hop ton thuong gan (nhu hoai tir té bao gan hodc viém gan vang da man tinh) da
duogc bao céo khi sir dung thiocolchicosid. Pic biét, cac truong hop nghiém trong (viém gan cép)
dd duge bdo cdo trén nhitng bénh nhin ding dong thoi thiocolchisoid véi NSAIDs hoac
paracetamol. Nén ngung sir dung thudc va bao cho bac si néu phat hién cac ddu hiéu va triéu
chimg ton thuong gan.

Thén trong:

- Than trong véi cac bénh nhan bi tiéu chay (can giam lidu).

- Céc truomg hop viém loét dudmg tiéu hoa, can sir dung thude bao niém mac duong tiéu hoa.

- Thudc ¢6 chira lactose, bénh nhan c6 céc di truyén hiém gap vé vén dé khong dung nap fructose,
galactose, galactosaemia hoic kém hép thu glucose-galactose khéng nén dung thude nay.

Cac nghién ctru tién 14m sang da chi ra ring mot trong nhitng chét chuyén hoa ctia thiocolcosid
(SL59.0955) géy ra di bdi (hodc bét thuong trén nhidm séc thé trong cdc té bao sau khi phén chia
té bao) & nong do tuong tu nhu quan sét thay duoc & ngudi s dung liéu 8 mg x 2 lan/ngay. Thé
di boi duoc coi 1a mét yéu t6 nguy co gy quai thai, doc tinh trén phoi thai, sdy thai, suy giam
kha ning sinh san, ciing nhu mét yéu té nguy co tiém 4n déi véi bénh ung thu. Cin tranh sir
dung liéu cao hon lidu khuyén cdo va tranh sir dung kéo dai.

Bénh nhén can dugc thong béo vé nguy co tiém an cua thude néu mang thai va cac bién phap

tranh thai khi str dung thudc.
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7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phuy ni¥ ¢é thai: Dit liéu vé viée sir dung thiocolchicosid & phu nit ¢6 thai con han ché. Nhirng
nguy co tiém an ddi voi thai nhi chua duge biét dén. Tuy nhién, cac nghién ciru trén dong vat da
cho théy kha ning gy quai thai cua thubc. Do do, tranh sir dung thudc trong khi mang thai va
can phai c6 céc bién phap tréanh thai hiéu qua khi sir dung thudc.

Phu nit cho con bii: Khong nén dung cho phu nir dang cho con bu do thiocolchicosid duge bai
tiét qua sira me.

Khd ning sinh san: Trong mét nghién ctru vé anh huong ciia thude dén kha ning sinh san trén
chudt, khong thy co su suy giam kha nang sinh san & liéu 12 mg/kg. Thiocolchicosid va cac
chét chuyén hoa c¢6 hoat tinh khac nhau & céc lidu khac nhau, day 1a mot yéu td nguy co anh

hudng dén kha ning sinh san & nguoi.

8. ANH HUONG PEN KHA NANG LAI XE, VAN HANH MAY MOC
Céc nghién ciru 1am sang c6 thay khong c6 tac dung khong mong mudn lién quan dén tdm thén
khi sir dung thiocolchicosid. Tuy nhién, c6 thé xuat hi¢n budn ngu va cn phai than trong khi lai

xe hay van hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC:

Chua c6 thong tin.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc phan tng ngoai y sau ddy dugc ghi nhan trong céc nghién ciru véi thiocolchicosid:

Céc phan umg ngoai y dugc phan loai theo tin suat va hé co quan. Céc loai tAn sudt dugc xac
dinh theo quy udc nhu sau: Rét thudmg gap (> 1/10), Thuong gap (> 1/100 dén < 1/10), it gap >
1/1 000 dén < 1/100), Hiém gap (= 1/10 000 dén < 1/1 000), Rét hiém gap (< 1/10 000), Chua
biét (chua xac dinh duoc tir nhimg dir li¢u hién co).

Phan (mg qua man:

- Hiém giip: phan {tng qua man nhu nbi may day.

- Chua biét: phan mg qua man va phan vé nhu ph Quincke, diic biét la soc phan vé.

Téc dung khong mong mudn trén da:

- It gap: cac phan tmg dj tmg da nhu ngura, phat ban, ban dét phat ban, man da.
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R&i loan tiéu hoéa:

- Thuong gép: tiéu chay, dau da day.

- [t gap: Non, budn non.

R loan hé gan, mat:

- Chura biét: suy gan (nhu hoai tir té bao gan hoiic viém gan vang da man tinh).
R&i loan than kinh:

- Thuomg gap: budn ngu.

- Chura biét: co giat hodic co giat tai phat & bénh nhan dong kinh

Théng bdo cho bdc si nhitng tic dung khong mong muén gip phai khi siv dung thuéc.

11. QUA LIEU VA CACH XU TRi
Khi sir dung qua liéu thiocolchicosid, c6 thé gap roi loan tiéu hoa nhu tiéu chay, nén mira.

Xu tri: DBieu trj triéu chung.

12. PAC TINH DUQC LUC HQC

Nhom duge ly: Thude gidn co va tang truong luc co

Ma ATC: M03BXO05

Thiocolchicosid 1a dan chét ban tong hop chita liru huynh tir mot glycosid & cdy "colchique”, c6
tac dung gidn co. Thude nay tac dong dén hién tugng co cimg co do chin thuong hodc ching
thap khép ciing nhu co ciing co ¢6 ngudn gbe & hé than kinh trung wong. Thude cling c6 téc
dung trén mot sé co tron & ndi tang va co tron tir cung.

Co ché cua thiocolchicosid 1a do ban than né 1a chit chu van c6 chon loc dén thu thé
GABAnergic va glycinergic nam chi yéu & than ndo va tay séng. Do dé, ¢6 cac wu diém sau:

- Khong phai la thude khéng cholinesterase nén khong cé tac dung nhu cura, khong anh huong
dén céc van dong tu y.

- Khong giy ra liét co, khong anh huong dén co hé hép.

- Khéng anh huéng dén hé tim mach.

Thiocolchicosid ciing hoat dong nhu mét chét ddi khang thu thé GABA (cht yéu nim trong vo

ndo), ¢ thé 1am tang nguy co xuét hién con co giét, dic biét trén bénh nhén co tién sir dong kinh.

13. PAC TiNH DUQC PONG HQC
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Hap thu
Sau khi udng, thiocolchicosid khong duge phat hién trong huyét twong. Chi ¢ hai chét chuyén
hoa duoc quan sat thiy: chat chuyén héa con hoat tinh SL18.0740 va chit chuyén hoa khong
hoat tinh SL59.0955.

Déi voi hai chat chuyén hoa, ndng do dinh trong huyét tuong dat duge 1 gid sau khi dung
thiocolchicosid. Sau khi udng mdt liéu duy nhat 8 mg thiocolchicosid, Cmax va AUC clia
SL18.0740 twong tmg la 60 ng/mL va 130 ng.h /mL. Dbi véi SL59.0955 céc gia tri nay thap hon
nhidu: Cmax khoang 13 ng/mL va AUC tir 15,5 ng.h/mL (AUC tinh dén 3 gio) dén 39,7 ng.h/mL
(AUC lén dén 24 gio).

Phan bé

Thé tich phan b6 cua thiocolchicosid wéc tinh khoang 42,7 L sau khi tiém IM 8 mg. Khong c6 di
liéu vé hai chét chuyén héa.

Chuyén héa

Sau khi uéng, thiocolchicosid duoc chuyén hoa lan dau thanh aglycone 3-demethyl-
thiocolchicine hodc SL59.0955. Bude nay dién ra chi yéu bang su trao dbi chét trong rudt, giai
thich sy ving mit cua thiocolchicosid dang khong doi trong huyét twrong khi dung duong udng
S1.59.0955 sau d6 dugc két hop voi glucuro trong SL18.0740, ¢6 hoat tinh duge 1y nhu
thiocolchicosid, va do dé tao ra tac dung duoc 1y sau khi udng thude thiocolchicosid. SL59.0955
cling duge demethyl héa dé tao thanh formamethyl thiocolchicin. .

Thai trir

- Sau khi udng thude thiocolchicosid danh dau dong vi phong xa, xac dinh dudng thai trlr
yéu 1a theo dudmg phan (79%), trong khi d6 bai tiét qua nuée tiéu chi chiém (2
Thiocolchicosid dang khong dbi khong dugc bai tiét qua nude tiéu hogc phan. SL18.0740 va
SL.59.0955 duoc tim thy trong nudc tiéu va phan, trong khi didemethyl-thiocolchicin chi tim
thdy trong phén.

- Sau khi ubng thiocolchicosid, chit chuyén hoa SL.18.0740 c6 thoi gian ban thai 1a 3,2-7 gio, va
chét chuyén hoa SL59.0955 ¢6 thoi gian ban thai khoang 0,8 h.

Dugc ding hoc trén doi twong dic bi¢t: Chua c6 nghién ciru,

14. QUY CACH PONG GOI:

Hop 2 vi x 15 vién, hop 10 vi x 15 vién.
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Chai 100 vién, chai 500 vién, chai 1000 vién.

15. PIEU KIEN BAO QUAN:

Bao quan trong bao bi kin, noi khé réo, tranh dnh sang, & nhiét dé duai 30°C.

16. HAN DUNG CUA THUOC:

36 thang ké tir ngay san xuét.

17. TIEU CHUAN CHAT LUQNG CUA THUOC
TCOS. o

18. TEN, PIA CHI CUA CO SO SAN XUAT:
CONG TY CO PHAN DUQC PHAM KHANH HOA
Puong 2/4, Khém Péng Béc, phuong Vinh Hoa, thanh phd Nha Trang, tinh Khanh Hoa

PHAM KHANH HOA %
(;} Girns}ri DOC

be—

/ CONG TY

€0 PHAN
DUGCAHAM,
KHANH HOA
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