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T bao cdo ADR dén gidm thiéu nguy co
trong thwre hanh [am sang

TS. Vi Dinh Hoa
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va theo ddi Phan &rng co hai ctia thudc
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Pai hoc Duoc Ha Noi
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Alpha chymotrypsin — tin hiéu phan vé

6 thang dau 2017: 3 ca tlr vong, cd thé lién quan dén Vintrypsine tiém bap

2. Théng tin b sung vé cic béo cdo nghiém trong lién quan dén alpha chymotroypsin ghi nhin tir ddu nim 2017 dén nay:

Cdc truwong hop tit vong do séc phan vé nghi ngé lién quan dén alpha chymotrypsin

Pon vi £ S g £, | Thong tin vé Moi lién quan giira thude nghi ngo va
STT Mg;(’f“’ giri bio L';;"(’;(:lgthc'h'ggt;’ :ig.‘:ly ;‘[';‘;{ bénh nhén Biéu hién ADR ADR
cio 5 ¢ (Tubi, gioi) Chuyén gia 1 Chuyén gia 2
BV PK ~Vintrypsine (alp
VNMN17 Bon < chymotrypsin) Sée phan vé (tim tai, vat g = |
1 | ol0396 | ome — | 2¥122016 | 55 Nam | va, kh6 thd, mach va huyét Chéc chéin C6 kha ning
(Hai Nha SX: Vinphaco, so ;
" ap tut nhanh)
< Vintrypsine (alpha
chymotrypsin) - Séc phan vé (ty 46 xubng C6 kha nang C6 kha nang
i givong, nhim mét chan
BV BK H. lo: 410916 tay co cimg, mach nhanh
VNMNI17 Lang Vlta.mm. Bl nho, huyét 4p khéng do Cé thé C6 thé
2 053095 Giang (thiamin) 26/04/2017 50, Nam dugc v md héi, tim dép
(Bic Polyclox nhanh. Sau d6 hon mé, goi sl i . .
Giang) (amoxicillin) hoi khong biét, mach C6 the Khong chic chin
ivi 5 khong bit dugc, huyét 4 5t s
Abwm; 6()cao o Ehéng dg duqc); ¥ Khong déanh gia duge | Khong chac chan
Paracetamol Khong danh gia dugc | Khong chin chan
</erypsine (a
chymotrypsin
FARARDEy ) . C6 kha nang C6 kha nang
VNMN17 BV DK Ha | Nha SX: Vinphaco, sé Soc phan vé (man ngra,
3 Péng (Ha 16: 060316 30/04/2017 65. Nam mé day, sau do tim tai, kho
el ’ the, kich thich vt va, sii
Prazon S bot mép, bét tinh)
(cefoperazon/sulba C6 kha nang C6 kha nang
ctam)

*Alpha chymotrypsin la thuoe nghi ngo trong cdc bdo cdo nay, tuy nhién, cdc chuyén gia khong loai tric kha ndng lién quan cua cdc thuoc diung dong thoi.

Cong van gui cuc quan ly duoc
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Alpha chymotrypsin-Phan tich

n

ien nen

Enzym tuyén tuy, ban chat la protein va
kém bén. Sl

S dung trén lam sang

Hau phau, chan thuong (cé bang ching)
Phéau thuat nhan khoa (c6 bang chirng)

Viém dwdng hd hap trén: VD Viém hong,
viém phé quan...
(thiéu bang chirng)
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Alpha chymotrypsin — phan tich

oA ?
Hieu qua
Bat dau si dung tlr ndm 1958

Hoa ki: 3 thu6c nhan khoa, D3 ngirng luvu hanh
EU: Tai Phap, tat ca cdc san pham da ngirng luu
hanh tr nam 2011

Chi ton tai @ mot s6 nudce (co Viét Nam)

Tai Viét Nam:

« Ché& pham vién nén, sir dung trong cac triéu chirng
viém kém/khoéng kém nhiém khuan (da sé |a cac
truong hop viém duong hd hap trén, da mo
mém...

« Ché pham tiém bap dung trong hau phau hoic
chan thuong

An toan

Brit. J. Ophthal. (1964) 48, 35.

ANAPHYLACTIC REACTION CAUSED BY INTRAMUSCULAR
INJECTION OF LYOPHILIZED ALPHA-CHYMOTRYPSIN*

BY

PETER G. WATSON
Department of Clinical Ophthalmology, Institute of Ophthalmology, London

Nam 2017, trung tdm DI&ADR qudc gia nhan dugc
03 ca t& vong, duoc danh gia &@ mdrc CO KHA
NANG lién quan dén alpha chymotrypsin.

=> GUi cong van thong bdo dén cuc quan ly Duoc

TRUONG DAl HOC DUQC HA NOI

TRUNG TAM DI & ADR QUOC GIA Péc lip - Ty do - Hanh phic

Sé: .54 /TTT 2
V/v cung céip bd sung thong tin phan img
¢d hai cta céc ché pham co chira
alpha chymotrypsin

TRUONG DAI HOC DUQC H;"\ N(
TRUNG TAM DI & ADR QUOC (

Sé: .50 /TTT
V/v cung cap thong tin ph an Ung c6 hai™

céc ché pham c6 chira alpha chymotryy [\ H A r
I\ Im}\mh eri: Cuc Quan ly > i Ni..x\ 26/05/2017, Trung tam Quéc gia vé Thong tin thubc va Theo doi phéan img
A

¢6 hai cua thud ¢ nhin duge cong vin s sO T’(\b QLD-TT ngay 25/05/2017 caa Cuc Quan

vl\mh guri: Cuc Quan Iy Dugec - B Y té

I'rong qua trinh tap hop va
cac co s¢ kham chitra bénh, Trung
16n céc bao céo vé phan tng ¢6 |
dén cac ché phidm khac nhau cua |
nay, Trung tdim da nhén dugc 6 bao cao vé ph in u'nL pha an - ve/ s6c phan v¢ (5 bao cao sau
khi dung dmm tiém bap. 1 bdo cio sau khi dung duone udng) trén tong sé 20 bao cao

¥ Duge dé nghi Trung tam Qudc gia cung ci |p thém mét s6 thong tin vé phan (g cé hai
ctia céc ché phdm c¢6 chira alpha chymotrypsin. Trung tdim DI & ADR Qudc gia xin dugce
tra lon \hu cac yéu c du trong cong van 7266/QLD-TT nhur sau:

CONG HOA XA HQI CHU NGHIA VIET NAM

Ha Ngi, ngay A 9. thang ..S..-nam 2017

Trung tam DI & ADR Qudc gia - Tai liéu duoc chia sé mién phi tai CANHGIACDUOC.ORG.VN va facebook CANHGIACDUOC



Alpha chymotrypsin—phén tich (2010 — 2016)
I e

- Alphachymotrypsin* 43 -
n Alphachoay 36 5 -
n Vintrypsin 14 2 -
n Alphadeka DK 9 0 -
“ Katrypsin 7 3 -
“ Alpha kiisin 5 1 1
- Alpha tryesil 4 1 -
“ Aldozen 3 0 -
“ Alpha trypsin 2 1 -
Tazenase 2 0 -
Amfaneo 1 0 -
Bevichymo 1 0 -
Chymogreen 1 0 -
Medoalpha 21 1 0 -
Alphadaze 1 0 -
Chymodk 1 0 -

(*): Khéng bado cdo tén thuwong mai clia ché pham

Trung tam DI & ADR Qudc gia - Tai liéu dwoc chia sé mién phi tai CANHGIACDUOC.ORG.VN va facebook CANHGIACDUOC



Alpha chymotrypsin — phan tich

Nam

Bao cao tw Viéet Nam

Vigibase (UPSALA)

Tong

Phan &ng/shock

Phan &ng/shock

, phan vé Toéng bao cdo phan vé
bao cao n (%) n (%)

2010 11 3(27) 4 2 (50)
2011 16 3(19) 23 3(13)
2012 33 8 (24) 4 0 (0)
2013 55 10 (18) 8 3 (38)
2014 12 5(42) 64 9 (14)

2015 57 16 (28) 69 12 (17)

2016 45 11 (24) 71 11 (15)
6 thang dau nam 2017 20 9 (45) 55 3 (5)

Tong 249 65 (26) 298 43 (14)

sé mién phi tai CANHGIACDUOC.ORG.VN va facebook CANHGIACDUOC

S6 liéu cda Viét Nam ¢ thé khéng duoc giri 1én Trung tdm gidm sat Upsala cha WHO

Trung tdm DI & ADR Quéc gia - Tai liéu dugc chia



Alpha chymotrypsin — phan tich

RESTRICTED

7 \\ WHO Collaborating Centre for
s Y International Drug Monitoring

Analyses of Reports in the WHO International Database of Suspected Adverse Drug Reactiol = October 2016

Figure 1. Timeline of submission by the National Centres into VigiBase® of case reports of anaphylactic shock in relation to chymotrypsin
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“Tin hiéu” phan vé lién quan dén alphachymomtripsin tir co sé& dir
lieu Upsala Monitoring Center - WHO
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Alpha chymotrypsin — phan tich

Nghién cltu case/non-case

Case: Bao cao phan &rng phan
vé/shock phan vé

Non-case: tat cd cac bdo cdo
KHONG lién quan dén phan
vé/shock phan vé

sO bdo cdo céd aT
S6 bao cao KHONG cé aT

Odd =

Odd clla nhdm case

ROR =
Odd clia nhém non-case

ROR > 1, tang nguy co

Reported Odd Ratio

Hinh thanh tin hiéu
3.66 T i I

2.12

0.5
2009

2010 2011 2012 2013 2014

Year

Reported Odd ratio (ROR)
95%Cl: bugc tinh theo dit liéu tich [Ty tir nam 2010

2015
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Alpha chymotrypsin — phan tich

Hiéu qua con chuwa dwoc ro rang
An toan la van dé can quan tam (thudc tiém)

Can tiép tuc gidm sat tin hiéu an toan thubc, nhat Ia
khi thudc van duoc st dung rong rai

Giai phap quan ly du phong.



/

Y

Alpha chymotrypsin — Giai phap quan

Gioi han chi dinh ché BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
ph é m dub’ng u 6 ng va CUC QUAN LY DUQC Pjc lip - Tu do - Hanh phiic
. o ;s ~s S6:,90098 1 QLD-BK Ha N¢i, ngay b thdng ;9 nam 2017

dud ng d at dudi |wdi: V/v théng nhét théng tin chi dinh ddi Bt AL

« A . N A X v6i thube chira Alphachymotrypsin
diéu tri phu né sau chan diing dubmg ubng, ngim i hudi
thuo’ng, phéu thUét, TRUNG TAM DI & ADR QUOR Al

2 8.6 7 4Kinh,
bong B Neiy 21?2212& BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

4 ’4 CUC QUAN LY DUQC Déc lap - T do - Hanh phic
JM% S6: A4£4S.. IQLD-TT Ha Ngi, ngay ol.. thang ..b... ndm 2018

{m ‘Rh L i a sqra 9
ﬁ., Nhim d V/v cung cap thong tin lién quan den

Th 6 ng ba, (0] Ch |’n h t h lj’c s théngnhd ADR ctia céc thude chira chymotrypsin TRUNG TAM DI & ADR QUOC GIA
’ ) N ?4; ;a \ Ongxn ¢ (alpha-chymotrypsin) l P si.. _‘/'é( ..............
cho cac don vi trong hé Coflaieciui Kinh gt - ,
~ N Ly - S BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
thong y te ve tinh an .c CUCQUANLYDUQC Péc lap - Tw do - Hanh phic
\ ? n \ , e ————
toan cua thuoc duo ng Trong qué ik So: A1244 /QI.I)-(‘T'I, Ha N¢i, ngay J4 thing & nam 2018
t| ém kham, chira bénh, Trui V/v dinh chi luu hanh thude

cua thude (Trung tim |  khong dat tiéu chuén cht lugng
vé phan tmg c6 hai, t
phdm khédc nhau cta
Théng tin vé bao cdo

abumamasial duaadd - So'Y té céc tinh, thanh ph6 true thuge Trung vong;

- Céng ty cb phén Dugc pha‘im Vinh Phiic.

Kinh guri:

Trung tdm DI & ADR Quéc gia - Tai liéu dugc chia sé mién phi tai CANHGIACDUOC.ORG.VN va facebook CANHGIACDUOC

Tiép tuc kiém nghiém

gla m sat Chat |U'0'ng Va _ - (an cur vao cac qui ché dugce hién hanh cua Viét Nam.

thu h‘é\n Sén phé,m khéng - Cén cir cong vén 50 400/VKNTTW-KH ngay 12/6/2018 cua Vién Kiém
. ) ~ nghiém thuoc Trung wong gui kém phiéu kiém nghiém s6 48L295 ngay

dam baO Chat |U’dng 12/06/2018 vé thudc bt dong khéd pha tiém Vintrypsine (Alpha chymotrypsin

5000 don vi USP), SPK: VD-25833-16, S6 16 lo bot dong kho: 030118, NSX:
04/01/2018, HD: 04/01/2021; S6 16 lo dung méi: 010118, NSX: 02/01/2018,




Canh giéc dU’Q'C (Pharmacovigillance)

WHO 9
Polic
Perspectives

«. Pharmacovigilance: ensuring
=4 the safe use of medicines

October 2004
World Health Organization
Geneva

Canh giac Dwoc: khoa hoc va hoat ddng chuyén
mon lién quan dén viéc phat hién, danh gia, hiéu
va dw phong céc tac dung bat Igi cha thudc hay bat
c van dé lién quan dén s dung thudc

Trung tam DI & ADR Qudc gia - Tai liéu duoc chia sé mién phi tai CANHGIACDUOC.ORG.VN va facebook CANHGIACDUOC



Canh giéc dU’QC (Pharmacovigillance)

Phat ”
hién .
That

ba‘i
dieu tri
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lwong dieu tri

cho bénh nhan

\

Muc tiéu

va facebook CANHGIACDUOC

Trung tam DI & ADR Qudc gia - Tai liéu dwoc chia sé mién phi tai CANHGIACDUOC.



Canh giéc dU’Q’C (Pharmacovigillance)

Van dé chat lvong thubc




B4o cdo chudi ca ché pham RELAB 20% - tin hiéu

PHAN UNG COHAILIEN QUAN DEN VIEC
SUDUNG MOT CHE PHAM CO CHUA ALBUMIN

Ché pham chdra albumin
RELAB 20%

BANTIN

CANH GIAC DUOC

‘Bulletin of Ph: ovigilance

-, W Y A

http://magazine.canhgiacduoc.org.vn/

Gilta thang 7 nam 2012, Trung tam DI&RADR
Qudc gia nhan dugc 6 bdo cdo phan ing cé hai
cla thudc (ADR) lién quan dén thudc cé chua
albumin (biét dugc Relab, c6 nguén géc tir An
PO) th Bénh vién Ba khoa tinh Ha Giang. Bénh
nhan cé mot sé biéu hién nhu rét run, mach
nhanh (cé trudng hop cham), huyét ap ting
(c6 trudng hop gidm) cé thé kém sot cao, khod
thd, hodng hét. Bado cdo da ducc cac chuyén gia
trong nhém thdm dinh bao cdo ADR clia Trung
tam DI&ADR Quéc gia danh gié 1a cé moi quan
hé gilra viéc st dung albumin va ADR xuat hién
trén bénh nhan (si dung thang danh gid phan
tng c6 hai ctia T chic Y t& Thé gidi, WHO).

Trong nam 2010, chic6 01 bao cao ADR lién
guan dén albumin dugc ghi nhan trong co s& dlr
liéu bdo cdo ADR cua Viét Nam. Tuy nhién, trong
nam 2012 trung tdm DI&ADR Quéc gia da nhan

dugc 19 bdo cdo ADR lién quan dén albumin

(biét duoc Relab). Co s¢ dirliéu ADR ctia T6 chiic
Y té Thé gi¢i WHO (Vigibase) cling da ghi nhan
129 bdo cdo vé phan ting phan vé lién quan dén
albumin (két qua tra clru ngay 25/07/2012).
Mot s6 tac dung khéng mong mudn hiém

Luong Anh Tung, Nguyén Hoang Anh

truyén albumin, do huyét ap ting khi truyén
dich c6 thé gay xudt huyét tai nhimg vi trf chua
dugc phét hién truéc dé [3]. Luén chudn bi sdn
sang hop thuéc cap ctu chéng séc phan vé
tai khoa, phoéng diéu tri. Trong trudng hop xay
ra sé¢ phéan vé, can thuc hién ngay Phac doé cap
clru s6¢c phan vé clia BO'Y té. Trong do, mot s6
budc chinh la:

- Ngurng sir dung thuéc nghi ngé.

- Tiém adrenalin 1/1000 (0,5-1mg & ngu'oi
I6n, tiém nhdc lai néu can; véi tré em:
0,01mg/kg dén liéu téi da 0,3mg).

- X tri suy hé hdp (thé oxy miii;
st dung aminophylin 1 mg/kg/gid hodc
terbutalin 0,2 microgam/kg/phat truyén
tinh mach cham; xit hong terbutalin,
salbutamol...).

- Dung thuéc chéng di ung (vi du:
diphenhydramin 1-2 mg tiém bdp hay
tinh mach) [4].

Trung tam DI & ADR Qudc gia - Tai liéu dwoc chia sé mién phi tai CANHGIACDUOC.ORG.VN va facebook CANHGIACDUOC



Relab 20% - Tang cuvong phat hién va phan tich

Ché pham chtra albumin
RELAB 20%

01/02/2013 Cuc quan ly
Duoc co cong van theo doi
ché pham Relab 20%

Cac don vi diéu tri tap
trung ghi nhan va bao cao
phan &ng.

Yéu cau kiém nghiém 16
thuoc

Bg Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic
J$44  /QLD-TT Ha Noi, ngay 04 thdng ©¢-ndm 2013

V/v théng tin phan tng c6 hai lién quan
dén thuée Relab 20% (albumin 20%)

Kinh giri: - S& Y t€ cic tinh, thanh phé truc thu¢c Trung wong;
- Céac bénh vién, vién c6 giudng bénh truc thuéc B6 Y t€

Dé didm béo an toan cho ngudi sir dung, Cuc Quan 1y dugc dé nghi S& Y t€ cac
tinh, thanh phé truc thuéc Trung wong, cc bénh vién, vién cé giwdng bénh truc thuoc Bo
Y té:

1. Thong béo cho céc co s& khdm chita bénh, cic don vi kinh doanh dugc phdm
trén dia ban biét thong tin lién quan dén phan ting c6 hai cha thudc Relab 20% do C6ng
ty Reliance Life Sciences Pvt. Ltd., An D6 san xuét.

2. Hu'ong dan thuc hién ndi dung sau :

Céc co s khdm chita bénh cén tang cudng theo dbi cdc bénh nhan da duoc ké don
stt dung thuéc Relab 20% do COng ty Reliance Life Sciences Pvt. L., An Do san xudt,
phét hién va kip thoi xir tri cic trudng hop xdy ra phan @ng c6 hai clia thudc (néu c6). Giri
béo cdo ADR vé Cuc Quan ly dugc va Trung tdm Quéc gia vé Thong tin thudc va theo
doi phan tng c6 hai ctia thu6c (13-15 Lé Thanh TOng Ha N6i) hoédc Trung tam khu vuc
vé Thong tin thudc va Theo déi phan tng c6 hai ctia thu6c thanh phé H6 Chi Minh (truc
thuoc bénh vién Cho Riy - 201B Nguyén Chi Thanh - Quan 5, Tp HCM).

Cuc Quan ly dugc da cé cong van yéu cdu Vién Kiém nghiém thu6c Trung won
va Vién Kiém nghiém thanh phb Hé6 Chi Mmh lay miu thuéc Relab 20% néu trén dé
kiém tra ch4t lugng. Sau khi c6 béo cdo két qua cua cdc don vi lien quan, Cuc Quan ly
duogc xem xét va tiép tuc xur 1y.

Trung tam DI & ADR Qudc gia - Tai liéu duoc chia sé mién phi tai CANHGIACDUOC.ORG.VN va facebook CANHGIACDUOC



Relab 20% -

Ché pham chira albumin
RELAB 20%

K&t qua kiém nghiém
khéng dat tiéu chuan chat
lvong

Quyét dinh thu hoéi san
pham trén toan qudc.

du phong

BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic
QLD - CL Ha N¢i, ngayyg thang ?rna“m 2013

V/v dinh chx lru hanh va thu hdi thube
Relab 20% (chira hoat chét albumin)

Kinh gui: -SoY té céc tinh, thanh phd truc thugc Trung wong;
- Cac bénh vién, vién c6 giuong benh truc thugc BO Y té;
- Cong ty TNHH MTYV Dugc phidm Trung wong 2 (Codupha);
- Cong ty cb phan Dugc pham Viét Ha;

. ! - Coéng ty TNHH Dugc phdm Kim Chau;

‘ KH @;N - Vin phong dai dién Cong ty L.B.S laboratory Ltd.,Part.,
Thai Lan tai Viét Nam;
- Cong ty Reliance Life Sciences Pvt. Ltd, India

Thubc Relab 20%, chai 50ml, SPK: VN-8805-09 do Céng ty Reliance
Life Sciences Pvt. Ltd, India san xuét, Céng ty L.B.S laboratory Ltd., Part., Thai
Lan dang ky; Cong ty TNHH MTV Dugc pham Trung uvong 2 (Codupha) va
Céng ty cb phan Dugc pham Viét Ha nhap khau; Cong ty TNHH Dugc pham
Kim Chau phan ph01 Thuéc khéng dat tiéu chuén chat lugng vé chi tiéu Chi
nhiét t6 va Noi doc t vi khuan.

1. Pinh chi luu hanh trén toan quéc va thu hdi thuéc Relab 20% (chira hoat chét
albumin), chai 50ml, SDK: VN-8805-09 do Céng ty Reliance Life Sciences Pvt.
Ltd, India san xuat, Cong ty TNHH MTV Duqc phidm Trung uong 2 (Codupha),
Cong ty ¢6 phin Duoc phim Viét Ha nhap khau.

Trung tam DI & ADR Qudc gia - Tai liéu duoc chia sé mién phi tai CANHGIACDUOC.ORG.VN va facebook CANHGIACDUOC



Du phong

01/02/2013

10/2012 - 01/2013

06/08/2012

Phat hién

Relab 20% (albumin 20%)

09/07/2013

CV s010787/QLD-CL ngay 09/07/2013

Cuc Quan 1y Dugc quyét dinh dinh chi lwu hanh va thu héi
thudc Relab 20% chai 50 ml do Cty Reliance Life Sciences

Pvt. Ltd, India san xuat (do khong dat tiéu chuan chat luong).

CV s6 1711/QLD-TT ngay 01/02/2013

Cuc Quan Iy Duogc yéu cau S¢'Y té cac tinh théng bao cho céc
co s& kham chira bénh, kinh doanh dwogc pham trén dia ban
biét vé thong tin lién quan dén ADR cua thudc Relab 20%.

20 béo céo tir BV Tir Dii, PK tinh Biic Kan, BV PK Thong
Nhat Dong Nai, BV Binh Dan.
- TTQG tiep tuc giri CV thdng bao gui Cuc Quan 1y Duoc.

CV cia Cuc Quan ly Dwoc giri BV DK tinh Ha Giang

6 bao cao vé phan trng phan vé tai BV PK tinh Ha Giang
- TTQG guri CV théng bao giri Cuc Quan ly Duoc.

Trung tam DI & ADR Qudc gia - Tai liéu duoc chia sé mién phi tai CANHGIACDUOC.ORG.VN va facebook CANHGIACDUOC



Canh giéc dU’QC (Pharmacovigillance)
Van dé lién quan dén
stir dung thudc




Ceftriaxone — tin hiéu

Cac bao cao tir bénh vién nong nghiép Pukcos  BAO CAO PHAN (PNG CO HAI CUA THUOC | e

M3 bdo cao

T vé ) h nhan,
ADR hong tin nguovt‘»:odcto b&nv‘ dn, dom vj bdo cédo M3 b0 cho quic gie (@0 T e

¥ qudn Iy A/ I rd |/ / 3 23
Xin amnﬂng chdc chidn vé sén phém A8 gdy ra phén omg vamodic khdng c6 diy di céc thdng tin

Thong tin ve thuéc nghi ng®

2. Ngay sinh: ...I...J........ 3. Gidi tinh 4. Can nan
1. Ho va tén Pham Céng Binh 9

A X R . . Hodc twi: 79 nam X Nam O N | SNA kg.
Tén che pham: Ceftriaxon KMP
< A c 5. Ngay xult hién phdn dmg: 18/03/2015 p "“‘:“m“m‘w“ 800 S el 4 e iy onl/
Thanh phan' Ceftrlaxon 7. M 13 bidu hién ADR 8. Cac xet nghiém lién quan én phdn ung
Bénh nhdn dvepe trioyén bivdng sinh, sau ki rit ddy truwdn, bénh whdn rét run

Nha san xu ét: JSC “Kievmed prepar at”, R TR S N T

U 1 9. Tidn sir (af Umg. thal nghén, nghign thudc I8, nghin rrou
Cralna bénh gan, bénh thn.. )
Khing rd
S6 dang ky: VN-15304-12
- 10. Cach xi¥ tri phin dng
S 3 | A - 80659 Adrenalin 02 dng ném bdp Methyiprednisolon 8Omg tiém tink
o O o mach chdm Oxy mask 7Uph D3t catheter

11. Mirc 89 nghiém trong cua phan dng
O Nhdp vién/Kéo dal thor gian

hi tai CANHGIACDUOC.ORG.VN va facebook CANHGIACDUOC

& mién p

2

O T vong O Dijtat thai nhi
nam vién 0O Khong rd
E De doa tinh mang O Tan tat vinh vidn/indng né 0O Khéng nghiém trong
12. Két qua sau khi xi¥ tri phdn Ong
O T vong do ADR O Chua hdi phyc 0O Hbi phuc cb di chimg
T . O Khéng r&
E‘uécu vong Mg e o aén O ©ang hdi phuc @ Hbi phyc khdng co di ching .
C. THONG TIN VE THUOC NGHI NGO GAY ADR
Sé lan
" a0 Ngay didu trj
13. Thuéc (1én | Dang bdo e (ngayAhang/nam)
STT  gdcvatén ché. ham Nha sdn xuét S& | dung trong Buong | Ly do ding
thurong mel) ) mot ngay/ agung | thubc
hromg 1&n tudnv Batddu  Kétthic
| | | | thang |
Ceftnaxon - |
84t pha tiém, USC |
1 KMP = 806599 lan/ [Truyédn TM 18/03/2015 18/03/2015
/(Ceftriaxon) 19 [ Kievmedpreparat™ | ) \ | |
2
3

Trung tdm DI & ADR Quéc gia - Tai liéu dugc chia s




Ceftriaxone — tin hiéu

CHUOI Sy €O LIEN
QUAN DEN
CEFTRIAXONKMP 1 g
(ceftriaxon),

nha san xuat: JSC
“Kievmedpreparat”, s6
16: 80659

Nguyén nhan?

Ma bao

¢g¢book CANHGIALDUOC

Ma& béo céo cua . Ngay xuéat .. | Gioi i
STT TT DI & ADR QG cao Cr-—hl?én DR Tubi tnh Biéu hién ADR
don yi
Rét run, va mé hdi, luc dau huyé1
1 VNMN15031427 02 18/3/2015 79 |Nam| ap 150 mmHg, sau dé giam darE
SpO2 giam, khé thé, tim tai %
Khé thé, dau hong, dau doc th%
2 VNMN15041678 03 01/4/2015 77 NG | lung, huyét ap 170/100 mmHg,w
mach 90 lan/phut g
Quéy khdc, kho tha, rat 16m 16n§
ngwc, mdi tim nhe, da san nglra;
3 VNMN15041719 04 03/4/2015 |3thang| N Sp0O2 80%, tim nhanh 170 s
lan/phat, sét 38,5°C, phdi ran rlﬁf
ran ngay, dai dam :
Ban do toan than, khé thd nhe &
. | SpO2 90%, mach 110 Ian/phut,ru
4 VNMN15041720 05 30/3/2015 2 Ny huyét ap 80/40 mmHg, tim dAus
chi =
5 VNMN15041721 06 02/4/2015 2 Nam San nglra noi tiém °a:
Tim toan than, rat Idm 1dng ngu(%
6 VNMN15041722 07 03/4/2015 |92 ngay| N&r | SpO2 80%, tim d&u nhanh 180"
lan/phat, phdi ran rit, ran ngay




Ceftriaxone — Panh gia phan tich

Thong tin vé thuéc nghi ng®
Tén ché pham: Ceftriaxon KMP
Thanh phan:

Nha san xuat:
Ucraina

ceftriaxon
JSC “Kievmedpreparat”,

S6 dang ky: VN-15304-12
S6 16: 80659

°>\

>

Két qua kiém nghiém:

'

Khéng c6 van de vé doé vd khuan, noi
doc to vi khuan...

Van de: Céach dung thuoc (sai st lién
quan dén s dung thudc)?

.?‘LA

CONG TY TNHH MTV DUQC PHAM  CONG HOA XA HOI CHU NGHIA VIET NAM

TRUNG UONG 2 Dic ldp - Tw do - Hanh phiic

sé: ‘J#DPTwz-CN
TP. H6 Chi Minh, ngay 25 thang 5 ndm 2015

n 2048} Kinh gii:  TRUNG TAM DI & ADR QUOC GIA

trdn tro [\
J

= Doe lap - Ty do - Hanh phie
2 F BO Y TE B
thudc (VIEN KIEM NGHIEM THUGC TRUNG UONG

48 Hai Ba Trung - Ha Nii - Viét Nam

CONG HOA XA HOI CHU NGHIA VIET NAM

hi tai CANHGIACDUOC.ORG.VN va facebook CANHGIACDUOC

“Kievn pr: 84.4.38252791 - Fax: $4.4.38256911 | MRk (2 /)
nhu: ti1 . B 4 c
. PHIEU KIEM NGHIEM g
Nghiép . S
~Q
: 9 1% b
trong h 8§6: 45G <4 o
Miiu dé kiém nghigm: CEFTRIAXON-KMP (Ceftriaxone 1g) 4 o
Noi sin xudét: JSC “Kievmedpreparat”, Ukraine ( g
Trung | (DNNK: Cong ty TNHH MTV Dugc phim Tw 29\ °
=X 86 16, ngay san xufit: 16 SX: B0659 Ngdy SX: 22/05/2014 o
qua ki Han ding: 21/05/2016 §6 SPK: VN-15304-12 &
theo tié Ngudi va noi gieimdu: Céng ty cd phdn Dugc phim Vs Lam I .é
Yéuci |~ e R e A — - — 2
11. N§i d§ec ¢t vi Pat Nho hon 0,05 IU/mg Ceftridc
- ] khuéin ! ED
Ceftria &ay, e x t = gy ——— el
Ngwsi | 12+ P vO khuan | Dat Ché phdm phdi vé khudn. g/
Thit th l Phuong phap mang =
= | Tinhy | lQC g ! ! | 2
Miu ¢ = S : - A . S
vai 1 Kétlufin: M3u giri kiém tra (45G 195) dat yéu cdu chidt lugng theo TCCS.
- c
Mau | - 2
< % ava : ’ 4 < -
= Ha NG, nga_v.’.(.i thang L D nam 2015

L VIEN TRUONG

viEA
et \\
S o> 2 \

RHE VIEN TRUONG



Ceftriaxone — Panh gia, phan tich

DI Q'ADR )

TRUNG TAM QUAC GIA

VE THCIHG TIN THUGC VA THEO I:IOI PHAN U'NG CO HAl CUA THUGC

Edia chi:
Brién tl'IDa.l (439335618

Website: http://canhgiscduoc.org.vn

- 15 Lé Thanh Téng - Hoan Kifm - Ha Néi
Fax: (4.3 9335642

Email: di.pveenteri@gmail.com

KET QUA PANH GIA PHAN UNG CO HAI CUA THUOC

Kinh guri:

Khoa Dwye - Bénh vién Nong Nghiép (Ha Niji)

Thang 3, 4/2015, Trung tim Quéc gia v& Théng tin thudc va Theo d&i phan ing
co hai cua thude (Trung tdm DI & ADR QuE'uc gia) dd nhan duoc bdo cdo phan dng co
hai ciia thuéc (ADR) cia Quy don vi giri dén.

1. Théng tin vé bao cdao ADR

“Kievmedpreparat”

M bdo cdo ctia | Md bdo Ngay Tén Gigi
STT | Trungrdam DI & | cdo cua xuds hién hénh Tudi r,IT Bidu hién ADR
ADR Quéc gia dam vi ADR rhdn e
Rét run, v& ma héi, lac
Pham diu huyét ap 150 mmH
1 WNMNI15031427 02 18/3/2015 | Céng 79 | Nam } . i S &
Binh sau dd giam dan, Sp02
giam, kho the, tim tdi
) x Kha tha, dau hong, dau
Nguyen doc thit lung, huyét &
2 | VNMNIS041678 03 01/42012 Thi 77 NI - B, iy=tAp
. 170/100 mmHg, mach 90
Brdng 2 .
lan/phut
Quiy khae, kho tha, rit
lm léng nguc, méi tim
Truong s
: . .
3 | VNMNIS041719 | 04 | 03/42015 | Khanh | S | Ng | DS dasanngla. Spo2
Ly thang i 0%, tm nhanh 170 _
- lan/phit, st 38 3°C, phéi
ran rit, ran ngay, ddi dam
Ban do toan thén, kho
LéThi tha nhe, Sp0O2 90%,
4 | VNMNIS041720 05 30/3/2015 | Thiy 2 Nit | mach 110 lin/phit, huyét
Whung ap 80/40 mmHg, tim dau
chi

Trong quy 1/2015, Trung tim DI & ADR Quéc gia chuwra ghi nhin bao cdo ADR
nao khic lién quan dén Ceftriaxon KMP 1 g (ceftriaxon), nha san xuat: JSC

. s0 16: 80659 néu trén.

Mt 56 y kién ciia cdc chuyén gia:

- Can than trong khi s dung ceftriaxone két hop amikacin, dac biét o tré em, vi
ceftriaxon lam tang doc tinh trén than cua amikacin (theo Stockley's Drug
Interactions).

- Vé duong dung cua thudc can xem xét vé k¥ thuat tiém, truyén tinh mach da
ding chua:

+ Ceftriaxon tiém tinh mach cham: Hoa tan 0,25 g hoac 0,5 g thudc trong 5 ml
va | g trong 10 ml nudc cat vé khuan. Thoi gian tiém tir 2 - 4 phut (theo Dugc thu

Quéc gia Viét Nam nam 2009). Tuy nhién, thuc té lam sang c¢6 thé khé ap dung ding
thoi gian, téc do tiém tinh mach chim. Do dé, nén wu tién sir dung thudc qua dudng

truyén tinh mach chdm néu cé thé.

+ Amikacin tiém tinh mach cham chua hop 1y, dé gay tai bién. Dugc thu Qudc
gia Viét Nam nam 2009 khuyén cdo nén dung amikacin duong tiém bap hoac truyén
tinh mach.

ANHGIACDUOC.ORG.VN va facebook CANHGIACDUOC



Ceftriaxone — phan tich

BNF,

children

The authority in the
selection and use of
medicines for children

July 2013 - July 2014

Infections due to sensitive Gram-positive and
Gram-negative bacteria

e By intravenous infusion over 60 minutes
Neonate 20-50 mg/kg once daily

e By deep intramuscular injection, or by intra-
venous injection over 2-4 minutes, or by intra-
venous infusion

Child 1 month-12 years
Body-weight under 50 kg 50 mg/kg once daily; up
to 80 mg/kg daily in severe infections and

meningitis; doses of 50 mg/kg and over by intra-
venous infusion only

Body-weight 50 kg and over dose as for child 12—
18 years

Child 12-18 years 1 g daily; 2-4 g daily in severe
infections and meningitis; intramuscular doses
over 1g divided between more than one site; sin-

gle intravenous doses above 1g by intravenous
infusion only

Hwéng dan st dung ceftriaxon (Dwec thw
Quoc gia Anh danh cho tré em, BNFC)

Trung tam DI & ADR Qudc gia - Tai liéu duoc chia sé mién phi tai CANHGIACDUOC.ORG.VN va facebook CANHGIACDUOC



Ceftriaxone — Giai phap, du phong

BENH VIEN BACH MAl CONG HOA XA HOI CHU NGHIA VIET NAM
HOI BONG THUOC & DIEU TRI Bic 1ip - Tr do — Hanh phice

S4: BVEM
gl cdek oF dung bhang wink coffriaren 0 s s

Ha ngi, ngay  tharg ] ndm 2014

Kinh gwri: Cic Vién, Trung tim, Khoa phong = Bénh vién Bach Mai

Cefinaxon 13 khédng sinh nhém cephalogporin thé hé 3, phu thude thin gian (higo
qui diét khudn phy thuge T=MIC), thin gian bén thai dai (8 - 9 giir), lidgn két protein
hu:-'ét twong cao (>30%1) nén chi cén diing; 1 lin ngay {lifu 4g chia 2 lén ngay). Thude

* Véi liéu dung ceftriaxon 1g/ngay cé thé dung mét trong cac dwong dung sau: tiém
bap sau, tiém tinh mach chim trong 2 — 4 phut, truyén tinh mach trong 30 phut véi
dung moi pha truyén 1a Glucose 5% hoic Natri clorid 0,9%

* Vi lieu dung ceftriaxon 2g/ngay, chi dung dwong truyén tinh mach trong 30 phiit,
truyen 1 lan/ngay

» Véi lieu dung ceftriaxon 4g/ngay (lieu t6i da), chi dung duong truyén tinh mach
trong 30 phit, truyén 2 lan/ngay

Trung tam DI & ADR Qudc gia - Tai liéu duoc chia sé mién phi tai CANHGIACDUOC.ORG.VN va facebook CANHGIACDUOC



Tam sodt tin hiéu tUr co s& dit liéu canh gidc duoc
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S0 bao cao tw nguyén trong co s& dir liéu canh giac dwoc.
SIDCA Swedish International Development Cooperation Agency, DAV Drug Administration
of Vietham, NPVC National Pharmacovigilance center, ADR Adverse Drug Reaction

Nguyen KD et al. Drug Saf. 2018 Feb;41(2):151-159

Trung tam DI & ADR Qudc gia - Tai liéu duoc chia sé mién phi tai CANHGIACDUOC.ORG.VN va facebook CANHGIACDUOC



Tin hiéu lién quan dén phan vé - thudc nguy co cao

Drug-Induced Anaphylaxis in a Vietnamese Pharmacovigilance
Database: Trends and Specific Signals from a Disproportionality

Analysis

Khac-Dung Nguyen'? - Hoang-Anh Nguyen' - Dinh-Hoa Vu' - Thi Thuy-Linh Le' - Hoang-Anh Nguyen Jr. -

Bich-Viet Dang' - Trung-Nguyen Nguyen? - Dang-Hoa Nguyen' - Thanh-Binh Nguyen® - Jean-Louis Montastruc? -

Haleh Bagheri®

Name Case ROR [95% CI]

Systematic Antibacterials (J01) 3318 2.35[2.20-2.51] ]

NSAIDs (M01A) 226 0.66 [0.57-0.75]

Diclofenac 192 0.55 [0.46-0.65]

Ibuprofen 26 1.27 [0.85-1.85)]

Meloxicam 22 0.96 [0.58-1.50]

Ketorolac 16 1.02 [0.58-1.69]

Celecoxib 7 0.74 [0.31-1.53] ——
Piroxicam 6 0.62 [0.24-1.32] —_—
Etoricoxib 5 0.96 [0.33-2.27]

Ketoprofen 4 0.85[0.25-2.12]

Blood substitutes & perfusion solutions (B05) 198 1.64 [1.39-1.91]

Contrast media (V08) 189 2.43 [2.04-2.88] L 2
lobitridol 81 2.41[1.82-3.17] —-—
lopromid 51 1.99 [1.37-2.84] —a—
lohexol 38 2.46 [1.56-3.79] —a—
lopamidol 18 3.78 [2.06-6.75] —a
loxitalamic acid 13 2.65[1.35-4.86] —a—
loxaglic acid 6 1.01 [0.38-2.24] —_—

Anesthetics (N01) 160 4.02 [3.30-4.89] &
Lidocain 162 3.93 [3.01-5.10] —a
Bupivacain 44 3.72 [2.47-5.51] —=
Fentanyl 39 3.09 [1.93-4.81] —a
Propofol 31 4,35 [2.75-6.75)] —
Sufentanil 7 48.07 [8.20-908.34]

Lidocain/adrenalin 4 1.92 [0.53-5.54] —_——

Analgesics and antipyretics (N02B) *

Paracetamol 129 0.9 [0.75-1.09]
Antipyretics (combination) 4 0.68 [0.20-1.75]

Van dé ndéng hién nay
trén co so dit lieu bao
cao ADR Viét Nam:
Thudc can quan va gay
té vung.

Cac thubc can quang

Cac thudc gay té, gdy mé.

Drug Saf. 2018 Nov 27.

Trung tam DI & ADR Qudc gia - Tai liéu duoc chia sé mién phi tai CANHGIACDUOC.ORG.VN va facebook CANHGIACDUOC



Phan vé lién quan dén thudc can quang

Tang cuong theo doi, bdao cao cé chu dich tai BV Bach Mai

quan dén TCQ

[Té chirc tap huan cho can bo y té vé cac thong tin lié

“]

A

y

Xay dung miu bao

cao ADR cua TCQ

A

y

ADR ctia TCQ

—

h

y

Giri mau bao cao ADR cuia TCQ dén tat ca cac

[ Hudng dan nhan vién y té cach ghi chép bao cao

phong chup chan doan hinh anh

/\

Thu thap bao cao ADR

dot xuat ] [ dinh ky

Thu thap bao cao ADR

Tap hop bao cao ADR
cua TCQ hang thang |*

Hinh 2.1: So do thu thdp bdo cdo ADR ciia thuéc can quang

PHU LUC 1
Noi bao cao: BV Bach Mai
BAO CAO PHAN UNG CO HAI CUA THUOC CAN QUANG Ma bénh an:
Théng tin vé ngwoi bdo cdo, bénh nhin va don vi bdo cdo sé dwpe bdo mdrt | Ma do Trung tam ADR quan 1y:

1. Ho tén:

THONG TIN BENH NHAN
3. Gigi: O Nam 0O Nix

4. Can nang: kg

thudc can quang:
O Suy than (Creatinin= )
0 Pai thao duong O Suy tim
0 Hen phé quan
O Bénh khac (ghi r0):

5. Sy ¢6 mit cia cac yéu té nguy co trong phan img véi | 6- Tiensuwdiimg: 0C6 00 Khong

Néu co, ghi 16 di img véi thude gi:

7. Bénh nhan cé tién sir di tng/gdp phan ung c6 hai lién
quan dén thubc can quang khong?

0 C6 (ghi 16 phan tmg):
0 Khéng 0 Khong co théng tin

8. Ngdy xuit hi¢n phan img:
/ /20

THONG TIN VE PHAN UNG CO HAI

9. Phan (mg xuét hién sau khi ding thubc bao lau?
(O phut/ O gid/ O ngay)

10. MO ta phan (mg

0 Khong nghiém trong

rgoi}gg; jt,%a; :222: R6i loan tiéu hoa: R&i loan tim mach: —Rléo}l)l?]aﬁoiogha - f;;ﬁn tmg khic (ghi
than, 0 Budn nén O Loan nhjp tim 0 Co thét phé quan O
00 Soc phan vé O Nén O Ha huyét ép Phu thanh quan
dRéi, .l?jan davimé | o Paubung 1{;’@ loan thin-tiét Réi _1«;@9 TKTW vi
udi da: B . niéu: ngoai bién:
O Pau tai chd tiém | & Tiéu chay O Téng creatinin 0 Nhire dau
O Ngtra 0 Khé miéng 0 Thiéu niéu 0 Chéng mit
O Miy da ) O Suy théin 0 D6 mb hoi
o Phit ban O Miéng c6 vi kim v O Run tay chén
O Phit mach loai
11, Mte ¢ nghifen 12. Xir tri:
. Murc d¢ nghiém trong: A .
o Tir vong 0 Xix méi-“ k.hn?d . O Tiép tuc xir tri tai khoa
O De doa tinh mang b Corticold (@1_10._4) lam sang
O Nhap vien O Khéng histamin(ghird: ) O Chuyén cép cim
4 vie O Adrenalin yen cap

0O Khac (ghi 16: )

THUOC CAN QUANG NGHI NGO GAY PHAN UNG CO HAI

0O Khong xur tri

S6 16: Han

14. Tén thude (biét dugc, hoat chat):
ding: Liéu dung (ml):

Puang ding:

15. Ngumg/giam lidu thuéc phan img co

STT Tén thudc va ham lrong

cai thién khéng? ©C6 O Khéng 0 Khong ngimg/giam lidu

THONG TIN VE CAC THUOC DUNG KEM

Liéu ding Ngay bat dau Ngay két thiic

17. Ho tén:

THONG TIN VE NGUOI BAO CAO

Nghé nghiép/ chirc vy:

Pién thoai:

Email:

Loai bdo cdo: O Lan daw/ 01 Bo sung

Ngdy béo cdo: / /20

Bui Thi Ngoc Thuec, luan van thac si Dugc hoc 2015

hi tai CANHGIACDUOC.ORG.VN va facebook CANHGIACDUOC
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Phan vé lién quan dén thudc can quang — du phong

Thang 8/2014

BANTIN

o o S0 oromnge
b oy e b oo CANH GIAC DUOC
N ::"“ B Truedre can thigp Sau I.';I';I thigp
o . PHAN UNG CO HAI I.‘.lIA THlIl][: CAN l]lIAHG CHUA 10D
Nguyen Phuidng Thiy
2.50 ! Trong giai doan tir ndm 2012 dén nay, binh xay ra trong khoang tir 5% dén 13%
Trung tam DI & ADR Qudc gia da ghi nhan  IUt tiem thudc can quang ion hoa cd ap Egé't
= 5 mét s& bao cao dién hinh lién gquan dén phan mﬂT ﬂ"?" cao va 111'“0.2% ﬂEﬂ'3%‘|U'EJt tiem
img di (g véi thusc can quang chifa iod, thudc can quang khdng ion hda c6 ap sudt
1.50 & bao gom cac bdo cao phan Ung tif miic d6  tham thau thap [2].
nhe (ban do, may day, "15!:“ ngira, sot, rét - Phan (mg nghiém trong de doa tinh
1.00 4 run) cho dén mic do nghiém trong de doa  mang cap tinh xudt hién vdi ty I& tir 0,04%
0,9 tinh mang nhu sc phan v&, nglng tim, d&n 0,22% lugt tiém thudc can quang ion
[A1A] X I'Igl.l'ng ﬂ“j |L.I'Efﬁg b-aﬂ cao mh'm tl'ﬂ'ﬂ'g hda oo ép suat I:hﬁrr‘l thiu cao va tir U,m'q'%
0.00 0 Phan irng cdp tinh (xay ra trong ving 1 gid sau khi sir gung thudc)
Nhe  Phaningtrénda.  Bubnnén/ndnnhe. | - Treé em, ngudi cao tudi.
—m— 5 Darorigr Boier edder e DOV B Al eelecin Theirg H'ﬁ’l man “hg- ng bl:.l'l'igjrdl'l La“h- i Bél'llhrl'll'lal'lll:ﬂ tE:I ﬂ-l:‘;
—— 5 liromng Bido edo AR cia TOO didmig teing Mg(ra nhe. Bdn chdn/lo 13ng. + Di ng vdi thudc can quang.
. _ ) Ban db. Phan (ing than kinh ph&| + Hen phe guan.
Hinh 3.2: 54 lwromg bao cdo va 56 lwemg bao cao ADR lién guan dén TCOQD vi 6 thé tu hi phuc. + Viem da atopy.
rinh trén 1K} BN drge tiém TOQ giai doan 012012 = 0552015 ; + Bénh t mign.
Trung M&i mén nhigu. Phan (g than kinh phé . Bénh Ij than/tim mach
binh Co thit phé quan vi. Thodt mach: Lot Béh .hnq"h-".hﬁa
\ ~ . s .4 nN ? e + BEN IIU'."& OC/ CNUyeEn L
nhe. da, sung phong, hoai tu|
Chuwong trinh theo dadi tich cwc bién c6 phan et thary 6 i 8. ching | - S g thuc cin cuang dang ion a5
n « A 2 1% o n \ 7 j hén ep khoang. ép sugt ﬂﬁm thau cao.
. n. chen ep g
vé sau tiém can quan: Tang ghi nhan va bao qué T ol i dung g ik Thutk G b
’ s ~ Ming Séc tut huyét 4p. Loan nhip tim. men chuyén, thufc chen beta, thudc Oc ché
Cao blen co Ngling hé hap. Co gist. bom proton, intereukin-2, metformin.
< . . a v ~ it - Tdc do tigm{truyén thudc.
Bui Thi Ngoc Thwe, ludn van thac st Duoc hoc 2015 hging tim.
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Phan vé lién quan dén thudc can quang — du phong

X(r tri phan vé vdi thudc can quang
BANTIN

CANH GIAC DUOC

Bang 6: Hwréng dan xtr tri soc phan vé cua ESUR ndm 2018

1. Goi nhdm hoi surc.

2. Lam thong thoang ducng thd néu can thiét.

3. Nang cao chan bénh nhan néu bi tut huyét ap.

4, Thé oxy (6-10 L/phut).

5. Tiém bap adrenalin (epinephrin) [1:1000], 0,5 ml (0,5 mg) v&i ngudi I6n, nhac lai néu can.
Pai vdi tré nho tir 6-12 tudi: 0,3 ml (0,3 mg), tiém bap.

P6i véi tré nhod dudi 6 tudi: 0,15 ml (0,15 mg), tiém bap.

6. Truyén dich tinh mach (vi du: dung dich muaGi sinh ly, dung dich Ringer Lactat).

7. Thudc khang histamin H1 (vi du: tiém tinh mach diphenhydramine (Dimedrol) 25-50 mq).

Trung tam DI & ADR Qudc gia - Tai liéu duoc chia sé mién phi tai CANHGIACDUOC.ORG.VN va facebook CANHGIACDUOC



Tin hiéu lién quan dén phan vé - thudc nguy co cao

Drug-Induced Anaphylaxis in a Vietnamese Pharmacovigilance
Database: Trends and Specific Signals from a Disproportionality

Analysis

Khac-Dung Nguyen'? - Hoang-Anh Nguyen' - Dinh-Hoa Vu' - Thi Thuy-Linh Le' - Hoang-Anh Nguyen Jr. -

Bich-Viet Dang' - Trung-Nguyen Nguyen? - Dang-Hoa Nguyen' - Thanh-Binh Nguyen® - Jean-Louis Montastruc? -

Haleh Bagheri®

Name Case ROR [95% CI]

Systematic Antibacterials (J01) 3318 2.35[2.20-2.51] ]

NSAIDs (M01A) 226 0.66 [0.57-0.75]

Diclofenac 192 0.55 [0.46-0.65]

Ibuprofen 26 1.27 [0.85-1.85)]

Meloxicam 22 0.96 [0.58-1.50]

Ketorolac 16 1.02 [0.58-1.69]

Celecoxib 7 0.74 [0.31-1.53] ——
Piroxicam 6 0.62 [0.24-1.32] —_—
Etoricoxib 5 0.96 [0.33-2.27]

Ketoprofen 4 0.85[0.25-2.12]

Blood substitutes & perfusion solutions (B05) 198 1.64 [1.39-1.91]

Contrast media (V08) 189 2.43 [2.04-2.88] L 2
lobitridol 81 2.41[1.82-3.17] —-—
lopromid 51 1.99 [1.37-2.84] —a—
lohexol 38 2.46 [1.56-3.79] —a—
lopamidol 18 3.78 [2.06-6.75] —a
loxitalamic acid 13 2.65[1.35-4.86] —a—
loxaglic acid 6 1.01 [0.38-2.24] —_—

Anesthetics (N01) 160 4.02 [3.30-4.89] &
Lidocain 162 3.93 [3.01-5.10] —a
Bupivacain 44 3.72 [2.47-5.51] —=
Fentanyl 39 3.09 [1.93-4.81] —a
Propofol 31 4,35 [2.75-6.75)] —
Sufentanil 7 48.07 [8.20-908.34]

Lidocain/adrenalin 4 1.92 [0.53-5.54] —_——

Analgesics and antipyretics (N02B) *

Paracetamol 129 0.9 [0.75-1.09]
Antipyretics (combination) 4 0.68 [0.20-1.75]

Van dé ndéng hién nay
trén co so dit lieu bao
cao ADR Viét Nam:
Thudc can quan va gay
té vung.

Cac thubc can quang

Cac thudc gay té, gdy mé.

Drug Saf. 2018 Nov 27.
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Tin hiéu lién quan dén phan vé - thudc gay té vung

Di &rng thudc té thuc té rat hiém gap

TABLE 2

Results of testing and subsequent exposure in 205 patients tested for
local anaesthetic allergy

Number Safe Local Safe Clinical

Found Exposure
Anaphylaxis 4 4 4
Delayed allergy 4 3 3
Not allergic to
local anaesthetics 197 197 188

Anaesth Intens Care 1997; 25: 611-614

Thir test trén 205 bénh nhan dwoc ghi
nhan cd tién st di ('ng vai thudc gay té
vung, chi cé 4 bénh nhan dwoc xac
dinh Ia thuc su di rng véi thudc té.

R .
Scandonest™ cartridge 3%+ False-positive

[ Negative

XylocaineR Injection 2%+

XylocaineR Injection Polyamp 2%+

XylocalineR Cartridge for Dental Use %

0 2 4 6 8 10 12
Number of patients

Fig. (2). The rates of patients showing a false-positive or negative
reaction to local anesthetics in challenge tests. There were no pa-
tients with a positive reaction.

Trong cac bénh nhan cé tién sir gdp ADR
vdi thuoc té KHONG cé bénh nhan nao cé
phan &ng duong tinh vai test di (rng.
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“Phan vé&” lién quan thudc gy té vung — phan tich

Phan vé hay ngd déc thudc té?

Phy lyc 5
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2 Mtrc do nang cua doc tinh S o G,
Twong quan nong dg lidocaine trong mau va dgc tinh Ca bdo cao bac si nghi phan vé lién quan dén lidocaine

Triéu chirng ctia ngd doc thudce té kha twong ddng véi cac dau hiéu ciia phan &ng phan vé.
Liéu cé s nham lan?
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“Phan v&” lién quan thudc gay té vung — phan tich

Phan vé hay ngd déc thudc té?

e N3am 1998, phat hién ngau
nhién vai tro cua nh dich
lipid trong viéc lam giam
LD50 trén chudt ngd doc
v@i buvipacain

* Nam 2006, Liéu phap tri
lieu dua trén nhii dich
lipid m¢&i duoc ap dung
thanh cong.

T nam 2008, liéu phap
nhi dich lipid duoc dua
vao cac hwdng dan diéu
tri
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Figure 1. History of local anesthetic toxicity. AMA, American Medical Association; ASA, American Society of 2
Anesthesiologists; ASCCA, American Society of Critical Care Anesthesiologists; ASRA, American Society of Regional Anesthesia

and Pain Medicine; CV, cardiovascular; FDA, US Food and Drug Administration; LA, local anesthesia; LD50, lethal dose for

50% of subjects; LAST, local anesthetic systemic toxicity; LET, lipid emulsion therapy. Acsthetic F 154(7)
ESINENC surgery Jourma,



XU tri ngd doc thudc té
Xt tri ngd doc thudc té

BANG KIEM XU TRI NGO DOC THUOC GAY TE (LAST)
CUA HOI GAY TE VUNG VA GIAM DAU HOA KY (ARSA) [3]

Khac biét trong sur dung thuéc xu tri ngé doc thudc gdy té so vdi cac trudng

hap nging tim khac:

o Giam liéu nap adrenalin xuéng muc <1 mcg/kg.

o Tranh su dung vasopressin, thudc chen kénh calcj, thudc chen beta hodc cac thudc
gay té khac.

+ Ngting tiém thudc gay té.
+ Goi ho trg:
0 Can nhc st dung nhii tuong lipid ngay khi bt dau co ddu triéu ngd ddc thudc gay
té nghiém trong.
0 Yéu cau ngay BO cap cltu ngd doc thudc gay té.
0 Thng bao cho don vi/can bo chuyén trach tim phdi nhan tao gan nhat, vi qua trinh
hoi stic ¢ thé keo dai.
¢ Kiém sot duting thd:
0 Thdng khi vai oxy 100%; tranh ting thng khi/ st dung dung cu kiém sodt duting
thd nang cao (néu can).

6 | Ban tin Canh giac dugc | S6 1 -2019
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XU tri ngd doc thudc té

Nhii tuong lipid 20%
(cO thé khdng can thuc hién chinh xac hoan toan thé tich va téc do tiém truyén)

Bénh nhan trén 70 kg Bénh nhan duoi 70 kg
Tiém nhanh bolus 100 mL nhii tuong Tiém nhanh bolus 1,5 mL/kg nhii tuong
lipid 20% trong 2-3 phut. lipid 20% trong 2-3 phut.
e Sau do, truyén 200-250 ml nhii tucng lipid e Sau do, truyén nhi tuong lipid vai liéu
trong 15-20 phut. khoang 0,25 mL/kg/phut (tinh theo can

nang ly tucng) (*)
N&u tinh trang bénh nhan van chua dn dinh:
e Tiém nhac lai 1 hodc 2 [an véi cing mdc liéu bolus nhu trén va tédng gap doi toc do truyén
(chu y liéu toi da 12 mL/kg).
e TOng lugng nhill tuong lipid cd thé 1én dén 1 L trong trudng hdp hodi sirc kéo dai (nhu’ trén
30 phit).

6 | Ban tin Canh gidc dugc | S6 1 -2019
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Tin hiéu phan vé/ngd doc thudc té.

BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM v , n o J o
Pic lip - Ty do - Hanh phic 50 ca ttr vong lién quan dén thudc té
$6:h4 /2017/TT-BYT Ha Ngi, ngay 29 théng 12 nam 2017 5
THONG TU 4 Thong tw

Huéng din phong, chin do4n va xir tri phan vé

51/2007/TT-BYT

(W]

2. Phan vé trong khi gy mé, giy té phiu thuit:

d) Luu y: mdt sé thude gy té 1a nhitng hoat chét ua m& (lxpophlllc) c6 doc

tinh cao khi vao co thé gay nén mét tinh trang ngo doc nang glong nhu phan vé

¢6 thé tir vong trong vai phit, can phai diéu tri cap ctru bang thude khéng doc

(nhit dich lipid) két hop véi adrenalin vi khong thé biét dugc ngay co ché phan

Ung la nguyén nhan ng¢ ddc hay dj ing. 1 1 1
d) Dung thu6e khang doc 1a nhii dich hpld tiém tinh mach nhu Lipofundin I I

P

—

20%, Intralipid 20% tiém nhanh tinh mach, c6 tdc dung trung hoa doc chat do
thudc gdy té tan trong md vao tuan hoan. Liéu lugng nhu sau:

- Nguoi lén: tong liéu 10ml/kg, trong dé bolus 100ml, tiép theo truyén tinh
mach 0,2-0,5ml/kg/pht.

- Tré em: téng lidu 10ml/kg, trong d6 bolus 2ml/kg, tiép theo truyén tinh
mach 0,2-0,5ml/kg/pht.

Trudng hop ning, nguy kich c6 thé tiém 2 1an bolus cach nhau vai phut.

Cac ca tl&r vong dugc bdo cao lién quan dén thudc té KHONG duoc
XU tri theo hudng ngd dbc thudc té

]

2013 2014 2015 2016 2017 2018
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XU tri ngd doc thudc té

Bao cdo ADR lién quan dén thudc té

N&i dung ) Ném?2?17 ) Ném?2?18
SO lwong, ty 1é (n1=132) S6 lwong, ty lé (n2=120)
Bdo cdo nghi ngo lién quan dén phan 61 (46,2) 54 (45,0)
vé/ngd doc thudc té
X tri bang adrenalin 59 (96,7) 36 (66,7)
X tri bang nhii dich lipid 03 (4,9) 20 (37,0)
Bénh nhan tu vong 2 (3,3) 1(1,9)

 Thoéng tu 51 cd hiéu luc tir nam 2018, chi cd khoang 40% sé ca duoc xur tri
bang nhi dich lipid.

 (C3a03catlrvong déu duoc xtr tri theo huwdng phan vé (dung adrenalin) trudce
d6 va khong st dung nhii dich lipid

sé mién phi tai CANHGIACDUOC.ORG.VN va facebook CANHGIACDUOC

chia
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Y tri ngd doc

Cac ca xu tri theo
hudng ngd doc
thubc té déu cho
thay dap ng tot
va hoi phuc khéng
co di chirng.

thudc té

“nulycs

* BAO CAO PHAN (’NG CO HAI CUA THUOC

SE bUQC BAO MAT

Xin anh/chj hly béo céo ké cd khi khéng chéc chin vé sén phdm da gay ra phan img va/holic khong c ddy du céc thong tin

THONG TIN VE BENH NHAN

BAO CAO PHAN IPNG CO HAI CUA THUOC
THONG TIN VE NGUO1 BAO CAO, BENH NHAN VA DON V| BAO CAO
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