1. Box label
Rx Thudc ban theo don Hop 2510 x 10 ml
Prescription drug Box of 25 vials of 10 ml

Thudc tiém Ketamin HCI
Ketamine Hydrochloride Injection

Dung dich dé tiém bap hoic tiém tinh mach
Solution for i.m. or i.v. injection

Mbi ml chira: Ketamin HCI twong dwong véi 50 mg Ketamin
Each ml contains: Ketamine hydrochloride equivalent to 50 mg Ketamine

Bao quan dwéi 30°C. Tranh anh sang. Pé noi kho mat.
Store below 30¢C. Protect from light. Store in a cool and dry place.

Chi dinh, chéng chi dinh, liéu dung va tic dung phu: Xem hwéng dan sir

dung
Indications, contra-indications, dosage and side-effect: See package insert

KHONG DUNG QUA LIEU CHI PINH DNNK/ Importer:
DO NOT EXCEED THE STATED DOSE

PE XA TAM TAY TRE EM
KEEP OUT OF REACH OF CHILDREN

POC KY HPONG DAN SU DUNG TRU'G'C KHI DUNG
CAREFULLY READ THE ACCOMPANYING INSTRUCTIONS BEFORE USE

SPK/ Visa No. : VN-

DNNK/ Importer:

S8 16 SX/ Batch No.: Nha san xuit/ Manufacturer:
Ngay SX/ Mfg.: ROTEXMEDICA GMBH

Ngay hét han/ Exp.: ARZNEIMITTELWERK

BUSENSTRASSE 4,
22946 TRITTAU, GERMANY
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Solunon for 1.m. or i.v. wmnjection

Each ml contains

Ketanmune hydrochlonde equivalent ro 50 mg
Ketamne

Store below 30°C. Protect from hight,
Store 1n a cool and drv place.
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POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG. HAY THAM KHAO THEM Y KIEN CUA BAC SY
PE CO NHUNG THONG TIN CHI TIET HON.

THUOC NAY CHi SU DUNG THEO SU KE BON CUA BAC SY.
M3i hop chira 25 Io, m&i lo 10 ml.

THUOC TIEM KETAMIN HCI 50 MG/ML

Dung dich ding dugng tiém bap hoic tiém tinh mach

Trinh bay:
Thudc tiém ketamin HCI 50 mg/ml la mot dung dich vé trung, trong, khong mau dén gin nhu khong mau. Bong
trong lo 10 ml, méi ml chira 50 mg ketamin dudi dang ketamin hydrochloride.
Céc thanh phan khac trong 1 ml gdm: benzethonium chloride 0,1 mg
Nudre cit /
Thubc tiém ketamin HC1 50 mg/ml c6 0,1 mg/ml benzethonium chloride 14 chét bao quan.
St dung:
Thudc giy mé toan thin ding ngoai dudong tiéu héa.
Ketamin dwoc dimg:

1. Nhu mot tic nhan gy mé don doc dung trong chén doan va thi thuat ngoai khoa. Tuy rat pht hop véi cac
thu thudt ngén nhung néu thém liéu, c6 thé ding trong céc thu thudt kéo dai. Néu cin gidn co van, 6 thé
dung thudc gian co va phai hd trg hé hip.

2. Dé khoi mé trude khi dung céac thubc gdy mé toan thén khac.

3. Dé hd tro cac thube gdy mé khac.

Cdc dién dp dung ddc biét hodc cac loai thu thudt. X EIE—;-'—_
1. Khi thich tiém bip ARZWEI|
2. Citlgc, nén ¢6 dau, ghép da cho céc bénh nhan bong ciing céc thi thuat ngoai khoa ving bé mit. BUNSENSTRAS
3. Céc thu thudt chan doan than kinh nhu chup ndo thit ¢6 bom hoi, ndo thit dd, tily dd, choc do vao tuy
song.

4. Chan doan va cic thu thuat vé mit tai miii vA mém bao gbm ca nhd ring. Ghi chi: van dong mét van con
khi lam thu thuét.

5. Gay mé it tai bién & cac bénh nhan suy giam chirc ning sémg hodc tranh lam suy giam chitc ning séng

néu cé thé.

Phiu thudt chinh hinh nhu nén xuong kin, 1am tha thuat, déng dinh xuong dii, cit doan va sinh thiét.

Soi dai trang sigma va c4c thu thut nho & hiu mén va tryc trang, cit bao quy dAu, va xoang & long.

Théng tim.

MO tir cung l4y thai, dung nhu thudc khai mé néu khong cé cao huyét ap.

10. Gay mé cho bénh nhan hen, hodc 1am giam nguy co co thit phé quan hoic ¢6 co thit phé quan ma vén
can gay mé.

©m N

Liéu lwong va cach ding:

Nguoi lém, nguoi gia (trén 65 tuéi) va tré em: Trong phdu thuat & ngudi gia, ketamin c6 thé diing don déc hoic
phdi hop véi cac thube gay mé khac.

Chudn bi trueée khi mé:
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I. Dung ketamin don déc van an toan khi da day con thirc &n. Vi khong biét c6 cAn dung c4c loai thude hd
trg khac va thuéc gidn co nén khong dugc an 6 tiéng ddng ho trude khi gdy mé.

2. Dung astropin, scopalamin hogc thubc 1am khé nuéc bot trong théi diém thich hop truéce khi khoi mé.

3. Tién mé hay hd trg ketamin bing midazolam, diazepam, lorazepam hay flunitrazepam c6 thé lam giam
céc phan img bat ngd.

Khoi déu va khoang thoi gian c6 tdc dung: Ciing nhu céc loai thudc gdy mé khac, tic dung cia thudc tiém
ketamin HC] 50 mg/ml thay ddi tiy theo liéu lirgng, céch dung, tudi bénh nhan va sir dung ddng thdi voi céc
thubc khéc nén tuyét dbi khong dinh dugc lidu lugng. Liéu luong phai thay ddi tity theo timg bénh nhan.

Vi thoi gian khdi mé nhanh sau tiém tinh mach, phai dé bénh nhan trong tu thé thich hep khi tiém thubc. Mét liéu
tiém tinh mach 2 mg/kg co thé thu'émg co tic dung gdy mé trong vong 30 gidy sau tiém va tdc dung gdy mé
thudng kéo dai 5 dén 10 phat. Liéu tiém bép 10 mg/kg co thé giy mé trong vong 3-4 phit sau tiém va tac dung

.

gy mé kéo dai 12 dén 25 phut. Bénh nhan tinh dén. //

A Thudc tiém ketamin HCl 50 mg/ml dugc ding nhie mot thuée gy mé don déc:

Truyén tinh mach: Dung ketamin truyén tinh mach lién tyc thi lidu it hon so véi tiém céch quang. Néu truyén phai
tinh liéu luong sit sao hon.

Théi gian bénh nhan tinh nhanh hon va sirc khoe 6n dinh hon.
Mot dung dich 1 mg/ml ketamin trong dextrose 5% trong dé 1 mg/ml ketamin Ia thich hop dé truyén.
Khoi mé: Téng lidu khai mé truyén tinh mach tuong (g véi 0,5-2,0 mg ketamin/kg.

Duy tri mé: Truyén nho giot 10-45 microgam/kg/phut (1-3 mg/phit). Téc dd truyén thay déi tiy theo phan tmg
ciia bénh nhén va dap (g ciia bénh nhén dbi véi thudc giy mé. Lidu thude ¢6 thé giam khi ding mét thude c6 téc
dung trc ché than kinh co kéo dai.

Tiém cdch qudang
Khoi mé

Tiém tinh mach: Liéu ban diu cia thuéc tiém ketamin HC 50 mg/ml tiém tinh mach trong khoang tir 1 mg/kg dén
4,5 mg/kg (tinh theo ketamin base). Liéu trung binh dé gdy mé trong vong 5-10 pht 1 2 mg/kg. Tiém tinh mach
phai cham (khoang 60 gidy). Tiém nhanh hon c6 thé gay suy hé hép.

Tiém bdp: liéu ban diu cia thudc tiém ketamin HCI 50 mg/ml 14 tir 6,5 dén 13 mg/kg (tinh theo ketamin base).
Liéu tiém béap thdp 4 mg/kg dung trong thu thuat dé chin doan va khong gdy dau nhidu. Mgt liéu 10 mg/kg
thudng gdy mé trong phau thudt dugc 12 dén 25 pht.

Duy tri mé: Khi bénh nhan cé dong mat, c6 phan ‘mg khi kich thich va néi duogc 14 liéu thudc gy mé con nhe.
Duy tri mé bing ding thém ketamin tiém tinh mach hoac tiém bép.

M&i lan diing thém chi bang % liéu khdi ddu da néi trén va dung dudng da chon, khong can dung theo dudong khai
m

m

Téng liu ketamin diing cang cao thi thoi gian dé bénh nhan tinh hoan toan cang lau.

Trong qué trinh gay mé, c6 thé xut hién mit y thirc va rung gidt hodc tang truong lwc co & cac diu chi. Céc biéu
hién nay khéng phai do diing it thudc va khong can phai tang thém lidu thubc gay mé,

B. Ketamin dé khoi mé trude khi diing cdc thude gdy mé toan than khdc.
2/5
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Khéi mé biing thudc tiém ketamin HCI 50 mg/m! tiém tinh mach hay tiém bdp nhu da trinh bay & trén. Néu dung
ketamin tiém tinh mach v thudc gdy mé chinh tic dung chim thi c6 thé tiém thém liéu ketamin thar hai sau lieu
d4u 5 dén & phut.

Néu diing ketamin tiém bap va thubc gay mé chinh c6 tac dung nhanh thi 15 phit sau khij tiém ketamin hdy tiém
thudc gdy mé chinh.

@ Thudc tiém ketamin HCI 50 mg/mi dimg dé hé tro cde thude gdy mé khac:

Ketamin vé mat [am sang rat tvong hop véi cac thube gdy mé toan thén va tai chd khi duy tri duoc hd hép dhy da.
Litu ketamip ding phdi hop véi cae thude gly mé khac cling gibng nhu lidu d4 trinh bay trén, tuy nhién, khi sir
dung médt loai thude gay mé khéc ¢6 thé lam giam liéu ketamin. /
/
Theo dii bénh nhén hdi tinh: Quan sat bénh nhédn nhung dé bénh nhén yén tinh, Biéu dé khéng ngan can theo dbi
cac dau hiéu hdi phuc. Néu trong thdi gian nay, bénh nhin mé sing nén diing mot trong cée loai thude sau:
diazepam (5-10 mg tiém tinh mach cho ngudi 1ém). Ding mt tide thudc ngi thiobarbiturate (50-100 mg tiém tinh
mach) ¢6 thé lam mit céc phan (mg nghiém trong, Néu ding mét trong cic loai thude trén, thoi gian héi tinh cia
bénh nhén thudng kéo dai hon.

Ching chi dinh, 4 phong

Chéng chi dink: Chéng chi dinh tiém thubc tiém ketamin HCI 50 mg/ml & ngudi cao huyét dp vi d& c6 tai bién
nghiém trong (xem muc tic dung khéng mong mubn). Khéng dugc diing ketamin cho mét bénh nhén san giat va
tién san gidt.

Thdn trong:

Chi dung & bénh vién dudi su kiém tra cOa cdn bd gay mé ¢6 kinh nghiém trir trudng hop clp ctru.

Nhit déi véi tit ca cac loai thube gay mé toan than khdc, cac trang thiét bj hdi sire phai sin sang.
Barbiturates va ketamin twong ky nhau v& mat ha hoc nén khong duge tiém béng clng mét bom tiém.
Théi gian thoat mé kéo dai néu diing barbiturate va thudc gdy nghién cling v&i ketamin.

Trong th&i gian phuc hdi, bénh nhan ¢6 thé mé sang. Su cb nay co thé giam néu it hoi han hodc dung
cham tdi bénh nhén. Nhur vay khong cd nghia (4 khéng theo d&i cac ddu hiéu séng ctia bénh phan,

6. Vi cac phan xa hong va thanh quan ¢on nén phai trdnh cac kich thich co hoc ving hong, trir khi ding

O

thube giin co nhung phai chi y dén hd hép cua bénh nhin.

7. Trong khi gy mé bf"mg ketamin, tuy c6 duge ndi t6i sir hit dich nhung vai didu kién thue nghiém trong
1dm sang, su kién trén it xdy ra.

8. Phaitheo ddi li€n tuc chire ning tim & bénh nhin cao huyét dp vatim mét b tri.
Vi khi gy mé bf"mg ketamin ¢6 ting ap luc mrdce néo tiy nén phai hét strc than trong d6i véi bénh nhan cé
tang ap luc nude ndo tiy trude khi gdy mé.

10. Suy h6 hip c6 thé xay ra khi diing qud lidu ketamin. Trong truémg hop nay phai ho hép vién trg. Dung
méy thé 5t hon ding thude hdi sire. :

11. Liéu thudc tiém tinh mach phai tiém it nhét trong 60 gidy. Néu tiém nhanh c6 thé suy hd hdp hoic ngimg
tha.

12, Khi 1ph§u thudt ngoai khoa 1am dau cdc tang, ketamin phai dugc hd tre bﬁng mét thude giam dau.

13. Dung thude cin thin dbi véi ngudi nghién rirgu va dang bi nhiém doc rirou.

14. Néu ding ketamin cho bénh nhin ngoai trd phai theo d&i bénh nhén che dén khi bénh nhén tinh hoan toan
va phai cd ngudi lon ed trach nhiém di clng,

Tae dyung khéng mong mudn (ADR):
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Tim mach: Sau khi tiém thuéc tiém ketamin HCI 50 mg/ml hay giip ting huyét 4p va mach nhanh tam th&i. Tuy
nhién ciing c6 khi ha huyét 4p va mach tim chdm. Loan nhip tim ciing c6 thé xay ra.

Huyét ap c6 thé tang 20 dén 25 phan trim gié tri truéc gdy mé. Ty theo bénh nhan, ting huyét p c6 thé 1a mot
phan tng nghich hodc ¢6 tac dung tét.

H6 hdp: Khi tiém tinh mach thudc tiém ketamin HCI 50 mg/ml qua nhanh hodc liéu cao ¢6 thé ¢ suy hé hép,
ngimg thd, ¢6 thé gip co that thanh quan hay tic duong thé khi giy mé bang ketamin.

Mat: Sau khi diing ketamin c6 thé c6 hién tugng nhin déi hoic dong méat. Nhan 4p c6 thé tang nhe.

Tém thén: trong khi hdi phuc bénh nhan c6 thé mé sang dic biét ¢ cac gide mo sinh dong (vui vé hoic khé chiu)
¢6 kém theo hodc khong cac hoat dong tim than van dong biéu hién bing 14n 1on hoic cur xir khong ding mirc.
Cac phan irng 4y it gap hon & ngudi tré (dudi hodc 15 tudi) nén ketamin dic biét c6 ich trong gdy mé tré em. Cic
phan (mg 4y ciing it gip & ngudi cao tudi (trén 65 tudi), anh hudng cia cac phan (mg nay giam di cling véi kinh
nghiém dl‘mé thubc. Khéng cé di chimg tdm than khi ding ketamin.

Than kinh: & mdt s6 bénh nhén, trrong e co ting biéu hién bai co cirg va rung giat t&i khi thanh con. Nhimg
van dong nay khéng phai do liéu thudc chua di va khéng cin cho thém thude.

Da day, ruét: C6 gap chan &n, budn nén va nén nhung khong nghiém trong. Ngay sau khi tinh, da s6 bénh nhan
c6 thé udng nudc bing miéng.

Céc phan (mg khac: Pau tai ch3, ndi ban chd tiém it gip, ciing ¢6 khi c6 ndi ban tam thdi gidng séi. C6 thé nuéc
bot tiét nhidu gdy khé tho trir khi c6 dung thubc chéng tiét nirdc bot.

HAY THONG BAO NGAY CHO BAC SY NEU CO TAC DUNG PHU XAY RA TRONG QUA TRIiNH BIEU
TRI.

Triéu chirng va xir tri khi dung thudc qua lidu:

Dung qué liéu ketamin c6 thé gay suy hé hdp. Phai hé hdp vién trg. Ding may thé dé ¢ thé giir bao hoa oxy
trong mau va loai trir carbon dioxit tot hon dung thudc hbi sirc.

Ketamin c¢6 khoang an toan rong. Nhiéu trudng hop vo tinh ding ketamin qué lidu (gip t6i 10 14n liéu can thiét)
bénh nhan van hoi phuc hoan toan nhung thai gian hdi phuc kéo dai.

Thoi ky mang thai:

Do thanh thai ketamin giam trong thoi ky mang thai, ¢6 thé gdy suy hd hép & tré so sinh néu sir dung trong thoi ky
mang thai. Nghién ctru anh huong ciia ketamin trén thai nhi khi diing thudc trong lic dé cho thay liéu 16n hon 2
mg/kg c6 thé gy suy yéu va lam ting truong luc co tré so sinh. Véi lidu thip hon (0,25 — 0,5 mg/kg) tuy an toan
trong giam dau, song van phai than trong.

Thaoi ky cho con bu:

Chura ¢6 tai liéu nao n6i vé nhitng tai bién xay ra ¢ ngudi. Tuy nhién vi nira doi thai trlr ctia ketamin 12 2,17 gio &
nhitng ngudi bénh khéng ding thude trrée dé, cho nén sau khoang 11 gitr , khong con thdy thude trong huyét
twong clia ngudi me nira. vi vy cho bu sau 12 gid thi lugng ketamin con khéng dang ké gIé gdy tac dung duoc ly
o tré.

Anh huéng4én kha ning ldi xe va vin hanh miy méc.Khong lai xe va van hanh may méc trong it nhét 24 gior
sau khi tiém ketamin.

Cac dic tinh duoc ly:
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Dugec Iy va co ché tic dung:

Ketamin ¢6 tic dung gdy mé phan lap do cét dirt chon loc nhimg con dudng hdi tu & ndo, thube géy diu than kinh

va lam mét tri nhé trong d6 ngudi bénh van c6 vé tinh nhung cach biét v6i mdi trudng, bét dong va khéng cam

thdy dau. V&i lidu thip khong di gdy mé, ketamin c6 tic dung giam dau c6 thé do tuong tac véi cac amin sinh hoc

va opiat. Binh thudng ketamin khéng anh hudng trén cac phan xa & hong va thanh quan; truong lyc co van binh
thuong hodc hoi tang.

Téc dung kich thich hd hap va tim mach ctia ketamin c6 thé sir dung cho nhimg ngudi ¢6 nguy co cao trong sbc

do giam thé tich mau. Thudc cd tac dung gian phé quan va do d6 ciing c6 thé dung cho nhimg ngudi bi hen phé
quan va diéu tri hen bing thd may. Tac dung gidng giao cam bi rc ché néu da dung trudc cac thube khing
acetylcholin. Cé thé sir dung tac dung giam dau cua ketamin dé hd trg cho gdy té timg ving hay trong cac trudng ,
hop chin thuong rong. Trén 14m sang ketamin thudmg phéi hop vai da sé thubc mé thong thudng va cac thum/{/c,
gian co néu hd hap cua ngudi bénh van dugc duy tri.

Tiém tinh mach liéu 2,0 mg/kg c6 tic dung giy mé dé phdu thuat trong vong 1 phut sau khi tiém va kéo dai tac
dung 5 - 15 phit. Tiém bép liéu 10 mg/kg co tac dung gdy mé dé phiu thuit trong 3 - 5 phit sau khi tiém va kéo

dai tac dung 12 - 25 phit. Dé kéo dai thoi gian gay mé hay giam dau c6 thé tiép tuc truyén nho giot ketamin.

Duoc dong hoc:

Ketamin hap thu nhanh sau khi tiém va phan b6 nhanh vao cdc md dugc tudi mau tdt ké ca ndo. Nghién ciru trén

siic vat cho thdy ketamin tap trung nhidu & md md, gan va phdi. Nira doi phin b6 khoang 7 — 11 phut va thé tich

phén b khoang 3,3 lit’kg. Ketamin chuyén héa & gan tao thanh chét chuyén héa c6 hoat tinh. Cac dudmg chuyén

héa khéc 1a phan tng hydroxyl héa vong cyclohexan va lién hop v6i acid glucuronic. Tuy nhién tac dung gdy mé

c6 thé chim dut khi ¢6 sur phan bé lai ndng do thudc tir ndo dén cac té chirc ngoai vi: 90% lidu dugc bai xuﬁt?;?ﬁ
nudc tiéu trong d6 c6 khoang 4% dudi dang ketamin nguyén ven, 5% dugc thai trir theo dudmg phan. Nira doi thag R K
trir 1a khoang 2 — 3 gid va tc dd thanh thai la 1,3 lit/phat. TRITTAU

Bao quan: Noi khd mat, tranh dnh sdng. Nhiét dd dudgi 30°C.

Dung dich 1 mg/ml ketamin trong dextrose 5% hodc trong natri clorua 0,9% 4n dinh trong 24 gio.
KHONG BUQC DUNG QUA LIEU QUY BINH

KHONG BL}QC DUNG THUOC QUA HAN GHI TREN BAO Bi

TRUGC KHI DUNG THUOC, NEU CO THE TAT CA CAC THUOC PUGNG TIEM PHAI PUQC KIEM
TRA BANG MAT PE PHAT HIEN NHUNG DAU HIEU KHAC THUONG HAY BIEN POl MAU CUA
THUOC.

Han ding: 5 nam ké tir ngay san xuat.

Nha san xuit:
Rotexmedica GmbH Arzneimitttelwerk
Bunsenstrasse 4, 22946 Trittau, Germany
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