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Rx Thudc ban theo don Hop 2510 x 10 ml
. Prescription drug Box of 25 vials of 10 ml
| ] 1
C/ central Thudc tiém Ketamin HC
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| Dung dich dé tiém bap hoic tiém tinh mach
Solution for i.m. or i.v. injection

Ketamine Hydrochloride Injection

Mdbi ml chira: Ketamin HCI twong dwrong véi 50 mg Ketamin
Each ml contains: Ketamine hydrochloride equivalent to 50 mg Ketamine

Bao quan dwéi 30°C. Tranh danh siang. Pé noi khé mat.
Store below 30¢°C. Protect from light. Store in a cool and dry place

Chi dinh, chéng chi dinh, liéu ding va tic dung phy: Xem hwémg din 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 HU'ONG DAN SU’ DUNG TRU'O'C KHI DUNG
CAREFULLY READ THE ACCOMPANYING INSTRUCTIONS BEFORE USE

SDK/ Visa No. : VN-
DNNK/ Importer:

$6 16 SX/ Batch No.: Nha sdn xudt/ Manufacturer

Ngay SX/ Mfg.: ROTEXMEDICA GMBH

Ngay hét han/ Exp.: ARZNEIMITTELWERK
BUSENSTRASSE 4,

22946 TRITTAU, GERMANY
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POC KY HUONG DAN SU DUNG TRUGC KHI DUNG, HAY THAM KHAO THEM ? KIEN CUA BAC Y

C} cenﬁaf‘m THONG TIN CHI TIET HON.

pharmatyUOC NAY CHI SU DUNG THEO SU KE BON CUA BAC SY.
25 1o, mdi lp 10 ml,

THUOC TIEM KETAMIN HCI S0 MG/ML
Dung dich disng dudng tidm bip hodc tiém tinh mach

Trinh biy:
Thube tiém ketamin HCI $0 mg/ml 14 mdt dung dich v& tring, trong, khéng miu dén gin nhy khing miu. Déng
trong lp 10 mi, m8i ml chim 50 mg ketamin dudi dang ketamin hydrochloride. .
Cic thinh phin khic trong | ml gdm: benzethonium chloride 0,1 mg
Nude it /
Thude tiém ketamin HC1 50 mg/ml ¢6 0,1 mg/ml benzethonium chloride 1 chit bao quin.
Sir dyng:
Thudc gy mé todn thin ding ngodi duimg tiéu hoa
Ketamin ducre ding
1. N!wmﬂticnhhmm!dmd{tcﬁmmchhdohﬂlhﬁthunwuntTuy:ﬁphﬁhwvﬁdc
- this thugt ngdn nhumg ndu thém lidu, c6 thé diing trong cée tha thudt kéo dai. Néu clin gilin co viin, o6 thé
dimg thube gilin co va phai ha tro hd hip.
2. Dé khoi mé trude khi ding cic thudc giy mé toan thin khic.
3. Déhd trg cde thube gy mé khac,

Cdc difn dp dung ddc bigt hode cde logi thi thudt:

A =

1. Khi thich tiém bip ARIWE
2. Citloc, nin cé dau, ghép da cho cic bénh nhin bong cling cée thd thudt ngoai khoa ving bé mjt. BUNSENSTI
3. Cée thi thult chiln dodn thin kinh nhy chyp nSio thit ¢6 bom hoi, ndlo thit db, tiy db, chee d vio tiy

sbog,
4. Chin dodn vi cic this thudt vé mit tai mii vi mbm bao gdm ci nhéd rling. Ghi chid: vin 8yng mit vin cdn

khi 1am this thuft.
5 iy.mém:uibﬂnﬁ*%dﬁm;ﬁcﬁ:m%bﬁuﬂhmﬁhmmm

<6 thé.

6. Phiu thudt chinh hinh nhu ndn xwong kin, lim th thudt, déng dinh xuvong dii, cit dogn vi sinh thide.

7. Soi dgi trng sigma va céc thi thut nhd & hju mdn vi trye tring, cit bao quy ddu, vi xoang & long.

8. Théng tim.

9. Mé tir cung iy thai, ding nhu thudc khii mé néu khing o6 cao huyét dp.

10. Gy mé cho bénh nhin hen, hodc Jam gidm nguy co co thit phé quan hodc cb co thit phé quin ma viin
cdn giy mé.

Lidu lwgmg va cich ding:

Ngudn [ém, ngedri g1 (trém 65 tudi) va tré em: Trong phllu thuft & ngudi gid, ketamin o6 thé ding don dje hoje
phéi bop voi cic thude giy mé khic.

Chudn bj triedc khi md:
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I. Ding ketamin don ddc vin an todn khi da diy con thirc &n. Vi khing biét cd cdn ding cac log! thuoc ho
a trg khic vA thubc gisn co nén khing dugc dn 6 tiéng ddng hd trude khi ghy mé.
- 1 astropin, scopalamin hodc thude ldm khd nuéc bot trong thivi diém thich hop trude khi khai mé.
( ) Centlg mé hay b trg ketamin bing midazolam, diazepam, lorazepam hay flunitrazepam c6 thé lam gidm
pharmacy cdc phan img bit ngd.

IITCIELGTEE IO ) ihodng thdi giam ob tdc dung: Cing nhy cc logi thube gly mé khic, thc dung cia thubc tiém
ketamin HC) 50 mg/ml thay @i tisy theo liéu lugng, cich ding, wdi biah nhin v sir dung ddng thari voi cic

thudc khic nén tuyét dbi khing dinh dwoc lidu lugng. Lidu lugng phai thay ddi tity theo timg bénh nhin.

Vi thivi gian khéi mé nhanh sau tiém tinh mach, phii dé bénh nhin trong tu thé thich hop khi tiém thube. Mt lidu
ﬁhnﬁnhqcb!u&gwthlm&ﬂcmmﬂmvwmﬂymﬁhnnﬁ:mm%

thudng kéo dai 5 dén 10 phit. Liéu tiém bip 10 mg’kg co thé gy mé troag vong 3-4 phit sau tidm vi the dyng //f
gy mé kéo disi 12 dén 25 phit. Bénh nhdn tinh din.

A Thuds tiém ketamin HCl 50 mg/mi dupc ding nier mot thudc gdy mé don doc:

Truyén (Tnh mach Ding ketamin truydn tinh mach lién tyc thi lidu it hon so véi tiém cich quiing. Néu truyén phai
tinh lidu lwgng sit sao hon,

Thin gian bénh nhin tinh nhanh hon v sirc khoe dn dinh hon. !
Mt dung dich | mg/ml ketamin trong dextrose 5% trong dé 1 mg/mi ketamin li thich hop 8é truyén,
Kho: mé: T&u. liéu khoi mé truydn tinh mach twong img véi 0,5-2,0 mg ketamin/kg.

Duy rri mé: Truyén nho gigt 10-45 microgam/kg/phit (1-3 mg/phit). Téc ) truyén thay dbi tiry theo phin img
*  cia bénh nhin va dip img cia binh nhin ddi vén thude giy mé. Lidu thude cb thé gidm khi ding mt thube cb tic
dyng irc ché thin kinh co kéo dai,

Tidm cdch qudng
Khai mé

Tiém tinh mach: Lidu ban &lu cia thudc tiém ketamin HC) 50 mg/mi tiém tinh mach trong khodng 1 1| mg/kg dén
4.5 mg/kg (tinh theo ketamin base). Lidu trung binh 8¢ gdy mé trong vong 5-10 phit 14 2 mg/kg. Tiém tinh mach
phai chdm (khodng 60 gidly). Tiém nhanh hon ¢6 thé gdy suy hd hip.

Tiém bdp: lidu ban ddu cia thudc tiém ketamin HC1 50 mg/ml 14 tir 6,5 dén 13 mg/kg (linh theo ketamin base).
Litu tiém bip thip 4 mg/kg ding trong thi thut ¢ chin dodn vk khdng gly dau nhibu. Mt lidu 10 mg/kg
thutmg gy mé trong phiu thujt duge 12 dén 25 phit.

Duy tri mé: Khi bénh nhin ¢4 ddng mit, cd phin dmg khi kich thich vi ndi duge 14 lidu thue gy mé cda nhe.
Duy tri mé bing diing thém ketamin tiém tinh mach hodic tiém bip.

Mbi 1in ding thém chi bing % liéu khoi diu i ndi trén va diing duimg @4 chon, khdng cin ding theo duimg khdi
mé,

Téng lidu ketamin diing cing cao thi thin gian d& bénh nhin tinh hodn todn cing l5u.

Trong qud trinh giy mé, c6 thé xudt hign mit ¥ thire va rung gigt hode ting truong lye co & cie dlu chi. Cic bidu
hién ndy khong phii do diing it thudc vi khong cin phi ting thém lidu thubc giy mé.

B. Ketamin & bhoi mé truie khi dimg cde thude gdy mé todn thdn khac.
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Kindth mé blng thube tiém ketamin HCI 50 mg/ml tiém tinh mach hay tiém bip nh 43 rinh biy 0 trén. Néu ding
Ketamin tidm finh mack vi thude gly mé chinh tic dyng chim thi c6 thé tiém thém lidu ketamin thix hai sau lidu

C, centrab-

pharmacit ding ketsmin tiém bip vi thubc gly mé chinh c6 ti dyng nhanh thi 15 phit sau khi tiém ketamin hly tiém
chinh.

C Thudc riém ketamin HCI 30 mg'mi ding 3¢ bd trp e thude gdy mé khac:

Ketamin vé mdt Lim sing rit twong hop véi cic thudc gy mé todn thin vi tai chd khi duy tri duge bd hip dlly di.
Lidu ketamip ding phéi hop voi cic thude ghy me khac cling gibng nhu lidu dA trinh bay trén, tuy nhién, khi sir
dung mdt logi thude ghy mé khic 6 thé lim gidm lidy ketamin. ([@

rrmuibammhhaiﬁnh:q.mmuenhmmmﬂmmmuhh.nﬂuﬁkmuummm
cic diu higu hdi phyc. Néu wrong thii gian ndy, béoh nhin mé sing nén ding mét trong cic logi thube sau:
diazepam (5-10 mg tiém tinh mach cho nguéi 16m). Ding mdt lide thube ngl thicbarbiturate (50-100 mg tiém finh
mach) oo thé lam mit cde phin img nghiém trong. Néu ding mdt trong cic loai thudc trén, thivi gian hdi tinh cla
bénh nhin thuimg kéo dii han.

Chibag chi dink, 48 phong

Chdng chi @ink: Chdag chi dioh tiém thube tidm ketamin HC! 50 mg/ml & ngudi cao huyét dp vi o cb tai bidn
nghiém trong (xem myc tic dyng khdng mong muédn). Khéng duge ding ketamin cho mdt binh nhin sin gigt va
tidn sin gijt.

Thein rrong:

1. Chi ding & binh vién dudi sy kidm tra cda cdn bY ghy mé cd kinh nghidm trir trudmg hop cip ciru.

2. Nhu'dbi vai vt ca ciic logi thude gy mé 10in thim khic, céc trang thide bi hdi sirc phai siin sing.

3. Barbiturates vA ketamin lwong Ky nhau vé m3t hoa hoe nén khdng dupe tiém bing cang mdt bom tiém.

4. Thon gian thodt mé kéo dai néu ditng barbiturate va thubc gy nghién cling voi ketamin.

5. Trong thii gian phyc hdi, bénh nhin c6 thé mé sing. S ¢ nity 6 thé gidm néu it héi han hoje dyng
cham téi bénh nhin. Nhi viy khing co nghia 1A khdng theo @5 cic diu hidu sbog cia binh nhin,

6. Vi cde phin xa hong vi thanh quin cba nén phai trinh che kich thich co hoce viing hong, triz khi ding
thudkc gi&n co nhung phai chd ¥ déa hd hip cua bénh nhin.

7. Trong khi gily mé bing ketamin, tuy c6 dge ndi toi sy hit dich nhumg véi didu kin thye nghiém trong
limn sdng, s kién trén it xay r.

8. Phai theo ddi i tyc chirc ndng tim & béah ahdn cao huydt 4p va tim mét b triz.

9. Vi khi gy mé bing ketamin cé thng ip lyc nurde nllo tiy nén phai hét séc thin trong 45 voi bénh nhir 6
ting dp lyc nude nlo ty trude khi ghy mé,

10. Suy k8 hiip c6 thé xiy ra khi ding qud libu ketamin. Trong truémg hop nay phdi hd hip vién trg. Ding
miy thé 181 hon ding thude hdi sie.

11. Lieu thubc tiém tinh mach phai tiém it nhit trong 60 gidy. N&u&nMddﬂthﬁ:Iﬂ#nﬂm
thi,

12. Khi phiu thudt ngoai khoa Hm dau céc tang, ketamin phii duge b trg bing mét thube gism dau.

I3. Ding thubc cin thin ddi v&i agulri nghién negu va dang b nhilm dc nwgu,

14. Néu diing ketamin cho béah nhin ngogi trd phid theo ddi bénh nhin cho dén khi binh nhin tinh hoan todn
vil phdi od ngudi Iém cd trich nhigm di cling.

Tie dyng khing mong mudn (ADR):
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Tim mach: Sau khi tiém thudc tiém ketamin HC1 50 mg/ml hay gdp ting huyét dp vi mach nhanh tam thi. Tuy
*  nhidn cing c6 khi hy huyét &p va mach tim chém. Logn nhip tim cling cd thé xdy ra,

( -',- ce thé ting 20 dén 25 phin trim gid trj trwbe gy mé. Ty theo bénh nhdn, ting huyét dp c6 thé 1a mt
pharm cy iﬂhhnhnélkdml&t.

WMﬂmmMMMn HC1 $0 mg/ml qud nhanh hojc lidu cao ¢b thé cd suy ho hip,
ngumg thay, co thé gdp co thit thanh quin hay the duimg thas khi giy mé bing ketamin.
M4t Sau khi diing ketamin c¢6 thé ¢ hién tugng nhin ddi hojc ddng mit. Nhan dp o6 thé tang nhe.

Tédm thdn- trong khi hbi phyc bénh nhin c6 thé mé sing dic bidt ob cic gillc mo sinh ddng (vui vé hoge khé chiu)

6 kém theo hogc khong cic hogt ddng tim thin vin dng bidu hién bing 1in 16n hode cu xir khing ding mix.

Céc phan img dy it gip hon & ngubi tré (dudi hode 15 twdi) ndn ketamin dic bige ¢ ich trong gly mé tré em. Cle
phin img by clng it gip & ngudi cao tudi (trén 65 tubi), dnh huimg ca cée phin (mg nky gidm di cling véi kinh @
nghiém ding thudc. Khdng cé di chimg tim thin khi ding ketamin. L

Than kinh: & mit sb bénh nhdn, truong lyc co ting bidu hign bdi co cimg vi rung gidt 1i khi thinh con. Nhimg
= vin ddng niy khong phii do liéu thubc chim di va khdng ciin cho thém thude.

Da déy, rugt: Cb ghp chin B, bubn nbn vi ndn nhumg khdng nghiém trong. Ngay sau khi tinh, da s bénh nhin
o6 thé udng nudc bing miéng.

Cic phan (mg khic: Dau tai chd, ndi ban chd tiém it gip, cling 6 khi 66 ndi ban tam thoi gidag svi. C6 thé nuse
bot tiét nhiéu gly kho thé trir khi c6 ding thudc chéng tiét nude bot.

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

Trifu chimg vi xir tri khi disng thu dc qui lidu:

Ding qud lidu ketamin c6 thé gdy suy bd hip. Phai ho hlp vién trg. Ding mdy tho dé ¢6 thé giir bio hda oxy
trong mdu vi logi tris carbon dioxit tét hon diing thude héi sir,

Ketamin cé khodng an todn rdng. Nhidu truémg hop v tinh diing ketamin qua lidu (glp i 10 Idn lidu cin thiéy)
bénh nhin viin hdi phyc hodn 1odn nhung thi gian hdi phyc kéo dii.

Thii ki mang thai:

D% thanh thai ketamin giam trong théi ky mang thai, c6 thé giy suy hé hip & tré so sinh néu sir dyng trong thir ky
mang thai, Nghién ciru dnh hudng cia ketamin trén thai nhi khi ding thude teong lic dé cho thily lidu Ion hon 2
mg kg co thé gy suy yéu vi lam ting truong lye co tré so sinh. Vi lidu thip bon (0,25 - 0,5 mg/kg) tuy an todn
trong gidm dau, song viin phdi thin trong.

Thin ky cho con ba:

Chura o6 thi lidu ndo ndi vé nhimg tai bién xiy ra & nguwdi. Tuy nhién vi nia d&i thai trir cda ketamin 14 2,17 gid &
nhimg ngudi bénh khng ding thude trude dé, cho nén sau khodng 11 gitr , khong cda thiy thube trong huyét
twong cia ngudi me nira. vi vity cho bi sau 12 gidr thi lugng ketamin cdn khing ding ké 8é gly téc dyng dwge Iy
are,

Anh huémg4én kha ning ki xe vi viin hinh miy mée Khong 1§i xe vi vin hinh mdy moc trong it nhit 24 gidr
sau khi tiém ketamin,

Cic djc tinh duge I§:
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. Duge Iy vii co ché tic dyng:
(5 C@PYLF@] s viv mé pvin 1 do i i chn o g co dutg it nk, thube gy it kish
phatihidey ™t iri nhé trong 46 ngudi bénh vl cb vé tinh nhung céch bigt vdi mdi trrbmg. bit ddag vi khdng cim

w&wmmmmkmmmmmmmwumtmmmmmmw
v . thuimg ketamin khéng dnh huémg trén cic phan xp & hong vi thanh quan; tnrong lye co vin binh
thudmg hoje hoi tang.

Tic dyng kich thich hd hip vi tim mach cla ketamin ¢ thé sir dung cho nhiing ngubi ¢b nguy ¢o cao trong sbc

do gim thé tich méu. Thubc cb e dung gilin phé quan vi do db cing c6 thé diing cho nhing ngudi bj hen phé

quan v diéu tri ben bing thd mdy. Téc dung gidng giao cam bi e ché néu 83 ding trude cic thubc khing
acetylcholin. Co thé sir dung tic dyng giim dau cda ketamin 3¢ hd trg cho gdy té timg ving hay trong céc tredmg
mpchhmmgwnmmmummmmpmwpwiaﬁmmmumﬂmm&/&
gidn co néu hd hip cua ngudi bénh vin duge duy tri.

Tiém tinh mach lidu 2,0 mg/kg c6 tic dyng ghy mé 8¢ phlu thujt trong vong | phit sau khi tiém va kéo dii tic
dyng § - 15 phit. Tiém bip liéu 10 mg/kg b téc dyng ghy mé dé phlu thuft trong 3 - 5 phit sau khi tiém va kéo

dii tic dung 12 - 25 phit. D¢ kéo dai thori gian giy mé hay gidm dau 6 thé tidp tyc truyén nhd gigt ketamin,

Duge djng hoe:

Ketamin hip thu nhanh sau khi tiém vi phin bd nhanh vio cée md dupe twdi mau tdt ké ci ndo. Nghién cinu trén

sic vt cho thily ketamin tip trung nhiéu & md md, gan va phdi. Nira d&i phin bd khodng 7 - 11 phit va thé tich
phin bb khodng 3.3 livkg. Ketamin chuyén héa & gan tgo thinh cht chuyén héa c6 hogt tinh, Céc duimg chuyén

hoa khic la phin img hydroxyl héa vong cyclohexan va lién hgp voi acid glucuronic. Tuy nhién tic dung giy mé
:éﬂchhndmmiobwphhbél-linﬁudﬂﬂw&ﬁrriodnd:ﬁ:h&cumni:mlihdmuimﬁanum
nude tiéu trong 86 o6 khodng 4% dudi dgng ketamin nguyén ven, 5% dwge thai trir theo duimg phin. Nia dbi thie o
triz }a khoing 2 — 3 gi¢r va tde 4§ thanh thai 14 1,3 livphin. IRITTAU

Bao quin: Noi khd mét, trdnh dnh sing. Nhit 4§ dudi 30°C.
Dung dich | mg/ml ketamin trong dextrose 5% hode trong natri clorua 0,9% &n dinh trong 24 gid.
KHONG DUOC DUNG QUA LIEU QUY DINH

KHONG BUOC DUNG THUOC QUA HAN GHI TREN BAO B

TRUGC KHI DUNG THUOC, NEU €O THE TAT CA CAC THUOC BUONG TIEM PHAI PUQC KIEM
* TRA BANG MAT DE PHAT HIEN NHONG DAU HIEU KHAC THUONG HAY BIEN POI MAU CUA
THUOC.

Han ding: 5 nam ké tir ngly sdn xudt.

Nk sam xudit:
Rotexmedica GmbH Arzneimitttelwerk
Bunsenstrasse 4, 22946 Trittau, Germany



