nttps:,

CUC QUAN LY DUGC

thuoc.e@m

DA PHE DUYET
Lén ddu:0%..40..... /oz,Dfﬁ'

—
[P

KETOTHEPHARM

Ketorala

Ihanh phin: Mg‘dm
Ketorolac Tromethamin ... Wme
Taduge v.d o I ml

Chi dinh, cich dimg. ching chi dinh v cic thing tin khic:
Xem tir huomg diin sir dung thubc kém theo

Bao quan:

Noi kho, nhiét dd khong qué 30°C, 1

RX Thuéc bén theo don

DUNG DICH TIEM thephoco
TB-TTM
Ketorolac Tromethamin 30 mg/ I ml
S‘c?mm'mmmwuc-vgmrvﬁmum
- 04 Quang Trung - Tp. Thanh Hoa )
GMP - WHO BT: 0237 3737888 - Fax: 0237 3724853 Hop 10 6ng x | ml
Storage:
ARG .o i 30 mg Keep in a dry place, temperature not exceeding 30°C,
EXCIPIGONS §.5 ...o.. iccoooicisimmsiisirnisisssmsssisseesssbseniasions 1 0N protect from light.
Indication, dosage, contraindications and other information: Tiéu chudn / Specification: TCCS / Home standard
See the enclosed leaflet. SDR / Reg.No:

n Prescription drugs
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KETOTHEPHARM

Ketorolac Tromethamine 30 mg/ 1 ml

Box of 10 ampoules x 1ml

56 16 SX / Batch No.:

NSX / Mfg.Date:

HD / Exp.Date:
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MAU NHAN XIN DANG Ki THUGC

Ngay 40 thang ¢ ndm 2018
Hv'.' TONG GIAM DOC

SAN PHAM

KETOTHEPHARM 160 1060gx2mi

KICH THUGC

Hop: (153% 17 x 78) mm
Nhan 6ng: (24 x 22) mm
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KETOTHEPHARM

Ketorolac Tromethamin 30 mg/ 1 ml

CONG TY OO PHAN DUOC - VAT TU'Y TE THANH B4
4 04 Quung Trung - Tp. Thanh Héa

Thanh phin: Mdi éng chira

Chi dinh, cich ding, chéng chi djnh va céc théng tin khéc:
Xem t&r huémg déin sir dung thude kém theo.

BE XA TAM TAY TRE EM _
POC KY HUGNG DAN SU DUNG TRUSC KHI DUNG

R Tyl b theo don
DUNG DICH TIEM

TB-TTM thephoco

DT: 0237 3ITI7RRE - Faox: 0217 3724853 Hip 50 S

GMP - WHO

Tromethamin 30 mg' | mi

KETOTHEPHARM

Ketarolac

WYVHd3IHLOLIN

Jui S gE apepiyatog [ anjotaay

OHM - dND

Biio quin:
Noi khd, nhiét dj khéng qua 30°C, tranh anh sing.

Tiéu chudn: TCCS / Home standard

SPK:
sS4 16 SX:
NSX:
HD:
ﬂ D thang 4 ndm 2018
MAU NHAN XIN DANG Ki THUOC ONG GIAM DOC

thephoco
SAN PHAM KETOTHEPHARM Hép 50 6ng x 1 ml
Hop: (123 x61 x63) mm
KiCH THUGC Nhan 6ng: (24 x 22) mm
AU shc H BN
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® Mhube bin theo don ﬁ
S

B-TM thephoco

KETOTHEPHARM

Ketorolac Tromethamin 30

Hop 100 ong x 1 ml

CONG TY O PHAN DUGC - VAT TU Y TE THANH HOA
5é) 04 Quang Trung - Tp, Thanh Hos
BT 0237 3737888 - Fax: (1237 3724853

KETOTHEPHARM
Ketorolac Tromethamin 30 mg/ 1 mi
Thinh phin: Méi dng chira S6 16 SX:
Ketorolac Ti IR ..o nsiisiiasinisismmis o I mg
Ti dugc vd..... - I ml
VTYT THANH HOA

Chi dinh, cich dimg, ching chi djnh vi cic thing tin khic:
Xem wr hudng diin sir dyng thude kém theo,

VAT W

 BE XATAMTAY TRE EM Y
BOC KY HUGNG DAN 5U DUNG TRUOC KHI DUNG

KETOTHEPHARM

Ketorolac Tromethamin 30 mg/ 1 ml

jw S (£ !'HI'H!?J'!..' wod] anjodo)ay

Bio quin:

Nt kh, nhiét 85 khing qud 30°C, trinh inh sing.
Tiéu chudn: TCCS / Home standard

SBK:

S 14 X
NSX:
HD:
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Ngay 40 thdng 4 ndm 2018
MAU NHAN XIN DANG Ki THUGC [ TONG GIAM BOC

SAN PHAM

KETOTHEPHARM HGp 100 6ng x 1 ml

KICH THUGC

Hop: (123 x123x63) mm
Nhan 6ng: (24 x 22) mm
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R, TO HUONG DAN SU DUNG THUOC
1. Tén thuéc: KETOTHEPHARM
2. Cic diu hiéu luu y va kh uyén cdo khi diing thuédc
Dé xa tam tay tré em
Poc kj hirdng dén sie dung trueée khi dimg
Thuée nay chi ding theo don thubc

1 cong thirc thube: Cho 1ml

TR Db at chi
?“*‘.?": Tromethamin 30 mg

Thanh phan ta dwgc:

Natri clorid , ethanol 96%, acid citric, neée cat pha tiém Viwrada 1 ml

4. Dang bao ché

- Dang bao ché: Dung dich tiém

- Mb ta san phdm: Dung dich trong, khong mau hoic ¢6 mau vang nhat.

5. Chi dinh

- Piéu tri ngén ngay dau vira téi ning sau phiu thuat, ding thay thé cac ché phédm opioid.
6. Cich ding va liéu diing

Cach dung:

Lidu phép ketorolac phai bét diu bing tiém, sau d6 liéu thém c6 thé tiém hodc udng. Tuy

nhién, thoi gian didu tri bing bit ctr dwong nao hodc phdi hop cac duong (ubng, tiém) ciing \
khong dugc qua 5 ngay. Ngudi bénh phai duoc chuyén sang diéu trj bang 1 thude giam dau ',.':_'
khac cang nhanh khi ¢6 thé. /S
Lidu tiém tinh mach phai tiém cham it nhat 15 gidy. Lidu tiém bép phai tiém cham, siu vio
trong co.

Liéu liwong:

Liéu théng thuong & ngudi 16m:

Giam dau:

Ngudi bénh tir 16 - 64 tudi, can nang it nhat 50 kg va c6 chirc ndng than binh thuong:

Tiém bép: 1 liéu duy nhit 60 mg, néu can, ¢6 thé cho ubng thém ketorolac hodc 1 thube giam
dau khac, hodac:

Tiém bép: 30 mg cach 6 gid/1 1an, cho t6i tdi da 20 liéu cho trong 5 ngay, hodc:

Tiém mach: 30 mg tiém 1 lidu duy nhAt hogc lam nhiéu lan cach 6 gioy/1 1an, cho t6i téi da 20
lidu trong 5 ngay.

Ngudi bénh < 50 kg va/hodc c6 chirc ning thén bi suy giam:

| 4
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Tiém bip: 1 liéu duy nhét 30 mg, néu cin c6 thé cho tiép udng ketorolac hodc 1 thude giam
dau khac; hoac:

Tiém bép: 15 mg cach 6 gio/1 an, cho t6i tbi da 20 lidu trong 5 ngay, hoic:

a s0 lan cho dugc khuyén cdo & trén khong duoc ting néu dau khong d& hodc

g khi dung thudc.

Nguoi bénh 16 - 64 tudi 50 kg, chirc ning than binh thudng;
Tiém bép hogc tinh mach: 120 mg/ngay
Nguoi bénh < 50 kg va/ hodc ¢6 chirc ning than suy giam:
Tiém bép hodc tinh mach: 60 mg/ngay.
Liéu thong thuomg & ngudi cao tudi: Gidng nhu dbi véi ngudi < 50 kg hodc ¢6 chire nang than
suy giam.
7. Chéng chi dinh.
- Tién sir viém loét da day hodic chiy mau duong tiéu hoa.
- Xuat huyét ndo hogc c¢6 nghi ngd. Co dia chay méau, ¢6 rbi loan déng mau. Ngudi bénh phai
phdu thuat, ¢6 nguy co cao chay méau hodc cAm méau khong hoan toan. Nguoi bénh dang ding
thubc chéng dong.
- Qua mén v6i ketorolac hodc cac thube chéng viém khong steroid khac; ngudi bénh bi di tng
v6i cac chét (e ché tong hop prostaglandin hodac aspirin.
- Hoi chimg polyp miii, phit mach hodc co thit phé quan.
- Giam thé tich mau luu thong do mét nude hodc bat ky nguyén nhan nao.
- Giam chirc nang than vira va nang.
- Ngudi mang thai, lic dau dé va sb thai hogc cho con bi.
- Tré em dudi 16 tudi: An toan va hiéu qua cia thude chua duge xac dinh. Khong nén ding
ketorolac cho lira tudi nay
8. Canh bdo va than trong khi diing thuéc.
- Khong két hop ketorolac véi céc thudc chéng viém khong steroid khac, véi aspirin va
corticosteroid.
- Thén trong néu théy chéng mét hodc budn ngu; khong lai xe, vin hanh may méc hodc lam
céc cong viée can tinh tdo.
- Khi diéu tri nguoi bénh bi giam chirc ning thén, suy tim vira hodc bénh gan, dac biét trong
truong hop dung dong thoi véi thude 1oi tiéu, cin xem xét nguy co gift nude va nguy co lam
chirc ndng than x4u hon. Giam lidu d6i véi ngudi ¢6 trong luong dudi 50 kg.
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- Than trong khi ding thudc cho ngudi cao tudi vi & ngudi bénh nay ketorolac thai trir chAm

hon va ho nhay cam hon v6i céc tac dung doc v6i than va c6 hai & dudng tiéu hoa.

- Nguy co huyét khdi tim mach:

Béc si can danh gia dinh ky su xuét hién cua cac bién ¢b tim mach, ngay ca khi bénh nhan
khong c6 cac triéu chimg tim mach truéc d6. Bénh nhan cin duoge canh bao vé cac triéu
chimg ciia bién cb tim mach nghiém trong va can tham kham bac st ngay khi xuét hién céc
triéu ching nay.

D¢ giam thiéu nguy co xuét hién bién cb bét li, cAn sir dung Ketothepharm & lidu hang ngay
thap nhét c6 hiéu qua trong thdi gian ngén nhét c6 thé.

9. Sir dung thuédc cho phu ni¥ ¢é thai va cho con bii

- Phu nit ¢6 thai: Khong ding thude nay cho ngudi mang thai.

- Phy nit cho con bii: Khong dung thude nay cho ngudi cho con bi.

10. Anh hwéng ciia thudc lén kha nang ldi xe, vin hanh mdy moc.

Than trong khi ding thuéc.

11. Twong tic, twong ky ciia thubc.

* Twong tac:

- Hau hét céc tuong tac dudi dy chua duoc thong bao déi véi ketorolac, nhung da c6 thong
béo dbi voi céc thude chéng viém khong steroid khac, do vdy cling can cin nhic va than trong
khi ding ketorolac, dic biét khi dung thudc dai ngay.

- Cac thubc chbng viém khong steroid c6 thé 1am ting nguy co suy than thir phat & ngudi
bénh dang dung thudc loi tiéu, do giam dong mau qua théan.

- Céc thude chéng viém khong steroid 1am giam d¢ thanh thai lithi, din dén ting ndng d lithi
trong huyét trong hodc huyét thanh.

- Dung ddng thoi ketorolac va probenecid lam giam do thanh thai va lam tang ndng d¢ trong
huyét twong, tang dién tich duéi duong cong (AUC) toan phdn va ting nira doi cua ketorolac.
* Twong ky:

- Khéng duge trdn thude tiém ketorolac trong ciing bom tiém véi morphin sulfat, pethidin
hydroclorid, promethazin hydroclorid hodc hydroxyzin hydroclorid vi c6 thé bi tia ketorolac.
- C6 thé pha thubc véi cac dung dich mudi 0,9%, dextrose 5%, Ringer, Ringer lactat.

12. Tdic dung khong mong muén.
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Héu hét cic phan tmg bét loi ctia thube c6 triéu chimg & hé than kinh trung wong nhu dau dau,
chéng mat va budn ngi. Ngoai ra, mét sb phan img & dudng tiéu héa thudng gip nhu khé

bwén non, dau va kich tmg. Cén luu ¥ ring nguoi bénh didu tri bing thudc chéng viém

d\nhu ketorolac ¢6 thé bi suy than cdp hoic ting kali huyét hodc ca hai. Pic biét

) .\ truomg hop ngudi bénh da bi suy than trude do.
%; > 1/100

Af:PAL, dau dau, chong mit.

Than kinh trung wong: Mét moéi, ra md hoi.

Tiéu héa: Budn non, khé tiéu, dau bung, ia chay.

It gap, 1/1000 < ADR < 1/100

Toan than: Suy nhugc, xanh xao.

Mau: Ban xuét huyét.

TKTW: TrAdm cam, phén kich, khé tap trung tu tuéng mét ngu, tinh trang kich dong, di cam.
Tiéu hoa: Phan den, non, viém miéng, loét da day, tio bon dai ding, day hoi, chay méu truc
trang.

Da: Ngira, may day, ndi ban

Ho hap: Hen, kho tho.

Co xuong: Pau co.

Tiét niéu: Di tiéu nhiéu, thiéu nigu, bi tiéu.

Mit: Réi loan thi giac.

Phén tmg khéc: Khé miéng, khat, thay ddi vi giac.

Hiém gap, ADR < 1/1000

Toan than: Phan tmg phan vé, bao gdm co thit phé quan, phu thanh quan, ha huyét 4p, nbi ban
da, phu phoi.

Méu: Chay méu sau phau thuat.

TKTW: do gidc, mé sang.

Da: Hoi ching Lyell, hoi chitg Stevens - Johnson, viém da tréc vay, ban da dat san.

Co xuong: Co gidt, tang van dong.

Tiét niéu: Suy than cép, tiéu tién ra mau, uré niéu cao.

Tai: Nghe kém

Nguy co huyét khdi tim mach (xem thém phin Canh bao va than trong)

HUONG DAN XU TRi ADR

Ngimg thude néu thdy c6 phan (mg phu xay ra.

Théng bao ngay cho bac sy hodc duge s§ nhimg phan tg c¢6 hai gip phai khi str dung thude.

13. Qud liéu va cdch xir tri.
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* Qua liéu: Dung qué liéu c6 thé gy dau bung va loét duong tiéu hoa, thuong khoi sau khi
ngimg thubc.

X tri: Can theo ddi ngudi bénh cin than va diéu tri theo céc tridu chimg. Néu suy

dugc 1y va ma ATC ciia Ketorolac: Nhém thude giam dau, thube chéng viém khong
steroid, Ma ATC: M01AB15.

Ketorolac 1a thudc chéng viém khong steroid c6 ciu tric héa hoc gidng indomethacin va
tolmetin. Ketorolac trc ché sinh téng hop prostaglandin. Thude ¢6 tac dung giam dau, chéng
viém, ha nhiét nhung tac dung giam dau 16n hon tdc dung chdng viém. Khac véi cac thube
opioid, ketorolac khong gay nghién hoac trc ché ho hé‘ip. Tuy nhién, vi ketorolac rc ché tong
hop prostaglandin, nén ciing ting nguy co chay méu do trc ché két tap tiéu cau va tang nguy
co loét da day. Tuong tu, tic ché téng hop prostaglandin & than c6 thé gdy giam dong chay
qua than & nguoi bi suy giam chic nang than. Ketorolac 1a chét khong steroid c6 tac dung
giam dau manh va chéng viém vira phai, dugc dung thay thé cho céc thudc nhém opioid va
céc thudc giam dau khong steroid, trong diéu tri giam dau vira dén ning sau phau thuét, va c6
thé dung trong diéu trj dau co xuong cép hoic dau khéc va viém & mit.

15. Dic tinh dwoc dong hoc

Sau khi tiém bip, kétorolac hip thu nhanh va hoan toan. Sy hép thu khong bi anh hudng khi
diing ddng thoi véi céc thude khang acid. Thé tich phan b khoang 0,15 - 0,33 lit/kg. Lién két
protein rit cao (> 99%). Dudi 50% liéu dugc chuyén héa. Nira doi thai trir & nguoi 16n ¢6
chitc ning than binh thuong khoang 5,3 gi¢r va kéo dai hon & ngudi giam chie nang than
(khoang 10,3 - 10,8 gi¢r hodc hon). Mt luong nho thudc phan b vao sira me.

16. Qui cich dong goi:

Hop 10 éng x 1 ml; Hop 50 éng x 1 ml, Hop 100 éng x 1 ml.

17. Piéu kién bio qudn, han ding, tiéu chuén chit lwong ciia thuéc.

17.1. Piéu kién bao quan:

- Noi kho, nhiét dd khong qua 30°C, tranh anh séng.

17.2. Han diing:

- 36 thang ké tir ngay san xut.

17.3. Tiéu chudn chat lweong: TCCS

18. Tén, dia chi co sé san xudt thubc.
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Co sé sin xuét
CONG TY CO PHAN DUQC - VAT TU' Y TE THANH HOA
86 04 - Quang Trung - TP. Thanh Héa
. Dién thoai: (0237) 3737.888 - Fax: (0237) 3724.853

Ngay Ao thang ¢ nam 2018
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