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tmg phu nghiém trong trén da cha SO Y TE THANH HOA ’
thuée chita hoat chat paracetamol CONG V AN DEN
Y KO 40~ SO PO
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S& Y té céc tinh, thanh pho truc thuoc trung uong; )
Céc bénh vién, vién 6 giudng bénh truc thuée BO Y te;
Cac cong ty dang ky, san xuét thudc luu hanh tai Viét Nam.
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Ngay 01/08/2013, Co quan quén ly dugc va thuc phém Hoa Ky (FDA) dé ra
canh béo lién quan dén tinh an toan clia cac thudc cé chira hoat chét paracetamol
(acetammophen hay N-acetyl- parammophenol) sau khi phén tich dir liéu ctia hé
théng béo cdo phan tng c6 hai cua thubc va danh gia cac bang ching khoa hoc
lién quan. Nhiing thudc nay c6 thé giy cac phan tng phu nghiém trong trén da
mic du ti 16 mac phai la khéng cao. Theo FDA, nhiing phan tmg phu nghiém trong
nay bao gdm héi ching Steven-Jonhson (SJS), hoi chimg hoai tir da nhiém doc
(TEN - toxic epidermal necrolysis) hay héi chiing Lyell, hoi chimg ngoai ban mun
mu toan than cap tinh (AGEP - acute generalized exanthematous pustu1051s) Bénh
nhan c6 thé gap nhiing tac dung phu nay bat ct lic nao, bao gom ca ¢ nhimmg
nguoi lan dau tién st dung paracetamol. Mot s6 loai thudc ha sét, giam dau khéc
nhu cac thubc chéng viém khong steroid (NSAIDs) cling di dugc biét co gay ra
nhitng tac dung phu trén da.

Cén c két luan cta Hoi ddng tu van cap s6 dang ky luu hanh thudc - B Y te
ddi vé6i thube chira hoat chét paracetamol; nhim dam bao muc tiéu sir dung thube
hop 1y, an toan va hiéu qua, Cuc Quan Iy Duoc yéu cau:

L. P6i véi S& Y té cac tinh, thanh phd trwe thudc trung wong va céc
Bénh vi¢n, Vién c6 giwong bénh trwe thuge By Y te:

1. Cép nhét cho cac don vi kham, chira bénh, cac don vi kinh doanh duoc
phdm trén dia ban biét dé tang cudng viéc theo ddi, xir tri dbi véi cac trurong hop
phan tng phu nghiém trong trén da cta thudc chira hoat chét paracetamol, bao
gom:

1.1. Nhan thirc v& nguy co cé thé xay ra cac phan tng da nghiém trong c6 thé
dan téi tr vong khi sir dung paracetamol.

1.2. Céanh béo cho b¢nh nhén nhan biét v& cac ddu hiéu cta phan Ung trén da
nghiém trong néu tai diém 1.2 myc II cong van nay.

1.3. Bét ky bénh nhén khi jphat hién cac phan img trén da nghiém trong hogc
cac tac dung khong mong muon khéc khi s dung paracetamol can dimg thudc
ngay, tim thudc ha sét giam dau khac thay thé. Nhitng ngudi da tung bi cac phan
Lrng trén da nghiém trong do paracetamol géy ra thi khong dugc dung thudc trd lai
va dén khi kham chita bénh can phai bao cho nhan vién y t& biét vé van dé nay.




2. Tang cudng thuc hién viée theo doi tdc dung khong mong muon cta thude
trong qua trmh st dung va luu hanh; giri bdo cao ADR (neu co) vé Trung tim
Qubc gia vé thong tin thude va theo di phan u’ng co6 hai caa thuoc (13-15 Lé
Thanh Téng, Ha Noi) hodc Trung tim khu vue vé thong tin thudc va theo déi
phan trng ¢6 hai caa thude TP. Hd Chi Minh (201B Nguyén Chi Thanh, Quén
5, TP. Ho Chi Minh).

I1. Poi véi cac cong ty ding ky, san xuat:

1. Poi véi cic thudc chira hoat chat paracetamol da dwgc cip phép lwu
hanh trén thi tru’o'ng Trong vong 03 thang ké tir ngay ky cong van nay, yéu cau
cong ty dang ky, nha san: xuat thue hién vide:

1.1. Cép nhit, bd sung vao muc "Than trong va canh bao dic biét khi sir
dung thude" trong t& hudng dan st dung thudce céc ndi dung sau:

Béc si can canh bao bénh nhan vé cac dau hiéu ciia phan (g trén da nghiém
trong nhu hoi chimg Steven-Jonhson (SJS), héi chimg hoai tir da nhlem doc
(TEN) hay héi ching Lyell, hoi chimg ngoai ban mun mu toan than cip tinh
(AGEP).

1.2. Cap nhat, bd sung vio muc "Nhirng diéu cin thin trong khi dung
thudc" trong to thong tin cho bénh nhan cac ndi dung sau:

1.2.1. Phan tng phu nghiém trong trén da mac du ti 16 méc phai la khong cao
nhing nghiém trong, thdm chi de doa tinh mang bao gdm hoi ching Steven-
Jonhson (SJS), hoi chirng hoai t& da nhiém doc: toxic epidermal necrolysis (TEN) -
hay hoi chimg Lyell, hoi chimg ngoai ban mun mu toan than cép tinh: acute
generalized exanthematous pustulosis (AGEP).

1.2.2. Triéu ching cua cac hoi chimg néu trén dugc mo ta nhu sau:

- Hoi chimg Steven-Jonhson (SJS): 1a di ung thudc thé bong nudc, bong nudc
khu trt & quanh cac hoc ty nhién: mat, mii, mleng, tai, bo phén sinh duc va hau
mén. Ngoai ra c¢6 thé kém sét cao, viém ph01 ro1 loan chuc nang gan than. Chan
doan hdi chirng Steven-Jonhson (SJS) khi cd it nhat 2 hdc tu nhién bj ton thuong

- Hoi chimg hoai tir da nhim doc (TEN): 14 thé dj ing thudc ning nhét, gom:

+ Céc ton thuong da dang & da: ban dang sdi, ban dang tinh hdng nhiét, hong
ban hodc cic bong nudc bung nhiing, cac ton thuong nhanh chéng lan toa khép
nguoi;

+ Tén thuong niém mac méit: viém giac mac, viém két mac mu, loét giac
mac.

+ Tén thuong niém mac dudng tiéu héa: viém miéng, trot niém mac miéng,
loét hau, hong thuc quan, da day, rudt;

+ Tén thwong niém mac dudng sinh duc, tiét niéu.

+ Ngoai ra con cé cac triéu chung toan than trdm trong nhu sbt, xuat huyét
duong tiéu hoa, viém ph01 viém cau than, viém gan... ty 1é tr vong cao 15-30%.



- Ho1 chung ngoal ban myn mu toan than cap tinh (AGEP): mun mu v trung
nho phat sinh trén nén hong ban lan rong. Tén thuong thudng xuét hién & cac nép
gap nhu nach, ben va mat, sau d6 co6 thé lan rong toan than. Triéu chimg toan than
thuong c6 1a sét, xét nghiém mau bach ciu mui trung tinh ting cao.

1.2.3. Khi phat hién nhung du hiéu phat ban trén da dau tién hoic bat ky dau
hiéu phan Umg qua man nao khac, bénh nhén can phai ngimg sir dung thude.
Nguoi da tung bi cdc phan ung trén da nghiém trong do paracetamol gay ra thi
khong dugc dung thuoc tré lai va khi dén kham chira bénh can phai thong béo cho
nhan vién y té biét vé van d& nay

1.3. Hinh thurc cép nhét:

1.3.1. Céc cong ty cap nhit, bo sung cdc thong tin theo quy dinh tai diém 3
khoan 2 muc I Phy luc IT — Théng tu s6 22/2009/TT-BYT ngay 24/11/2009 cua
Bo Y té quy dinh viéc dang ky thudc va chiu trach nhiém vé cac ndi dung cip nhét
theo dung yéu cau tai cdng van nay.

1.3.2. Trudng hop khi cép nhét cac ndi dung trén co dan dén céc thay doi 16n
theo quy dinh tai muc I Phy luc II ctia Thong tu s6 22/2009/TT-BYT néu trén, céc
cong ty phai nop hd so dang ky thay d6i 16n theo diing quy dinh hién hanh.

2. Déi véi cdc ho so ding ky thubc chira hogt chit paracetamol dang cho
xét duyét tai Cuc Quan ly Dugc:

Cuc Quan ly Dugc chi xem xét cip sb dang ky sau khi cong ty ndp tai liéu
cap nhat, bo sung noéi dung cac muc nhu da néu tai diém 1.1 va 1.2 muc II cong
van nay vao cac pha an c6 lién quan ciia ho so va duoc thdm dinh dat yéu cau.

Cuc Quan ly Duogc thong béo dé cac don vi biét va thuc hién./.

Noi nhén: KF-€UC TRUONG
- Nhu trén; Py ’ o
- BT. Nguyén Thi Kim Tién (de b/c); " PHO CU&\:{RUONG

- CT. Truong Quéc Cuong (dé b/c)

- Cuc QLKCB, Thanh tra BYT (dé phéi hop);

- Téng cong ty Dugc VN; ‘

- Cuc Quan Y — Bo QP; Cuc Y t&€ — Bo CA; Cuc Y t€ GTVT - \
Bo GTVT: N

- Bao hiém XHVN; s

- TT DI & ADR Quéc gia; TT DI & ADR KV (BV Cho Réy): .

- Cuc QLD: Phong QLTTQC, QLKDD, QLCL thuéc; Tap chi Nguyén Van Thanh
Dugc & MP; Vian phong Cuc (dé dang tai Website);

- Luu VT, DKT (2b).
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