BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - Tu do — Hanh phic

So: 44393 /QLD-BK
V/v hudng din str dung thude Ha Noi, ngay Y4 thang + ndm 2014
An cung nguu hoang hoan
Kinh guri:
- S&'Y té cac tinh, thanh phd truc thudc trung wong;
- Cac bénh vién, vién co6 giuong bénh tryc thudc Bo Y té;
- Céc cong ty dang ky, san xuat thuoc luu hanh tai Viét Nam.
Thude ¢6 tén An cung nguu hoang hoan luu hanh trén thi truong Viét Nam
c6 nhicu nguon goc tor Trung Qudce, Han Quoc, Triéu Tién ... dugc nhap khau vao
Vi¢t Nam qua duong phi mau dich hodc qua duong chinh thire. Hién nay c6 04
thude da duoc Bo Y té cdp s dang ky, day 1a cac thude DBéng y ¢6 thanh phén gém
céc vi duoc liéu va phai duoc st dung, ké don cua cac Thay thube Péng y.

Dé dam bao muc tiéu s dung thuoc hop ly, an toan va hiu qua va can ctr
vao két luan cua Hai dong Tu van cap s6 dang ky luu hanh thuéc - Bo Y té, Cuc
Quan ly Duoc hudng dan st dung thude An cung nguu hoang hoan nhu sau:

I. Thanh phin ¢dng thire va huwéng dan sir dung thude An cung nguu hoang hoan:

1. Thanh phan céng thic:

Theo Dugc dién Trung Qudc 2010, thudc An cung nguu hoang hoan co
thanh phan cong thirc nhu sau:

Cong thure cho vién hoan 3g:

- Nguu hoang (Bovis Calculus) 100g
- Thuy nguu gidc (Pulvis cornus bubali concentratus) 200g
- Xa huong hoac Xa huong nhan tao (Moschus hodic Moschus Artifactus)

25g
- Tran chau (Margarita) 50g
- Chu sa (Cinnabaris) 100g
- Hung hoang (Realgar) 100g
- Hoang lién (Rhizoma coptidis) 100g
- Hoang cam (Radix Scutellariae) 100g
- Chi tO (Fructus Gardeniae) 100g
- Uat kim (Radix Curcumae) 100g
- Bang phién (Borneolum syntheticum)

25g

- Mat ong tinh luyén vura du.

2. Céc thong tin vé hudng dan st dung:

2.1. Cong nang: Thanh nhiét, giai doc, trdn kinh, khai khiéu.

2.2. Chu tri: Dong cho nhiét bénh, ta nhap tdm bao, cao nhiét kinh quyét (sét

cao co gidt), than hon (hén me), loan nglr (mé sang); hon mé do tring phong (viém
ndo, viém mang ndo, xudt huyét ndo thé bé chimg: co sdt cao, huyét ap ting ...).



2.3. Cach dung va lieu dung:

- Thude duge ding dudng udng, can phai dung thuéc theo don, dung chi dinh
va dudi su gidm sat chat ché cia Bac sTy hoc ¢6 truyén hodc Thay thude Dong y.

- Nguoi lon: 1 vién hoan, 1 lan/ngay;

_ Tré em dudi 3 tudi: dung % vién hoan, 1 lan/ngay;

- Tré tlr 4-6 tudi: ¥ vién hoan, 1 lan/ngay.

Liéu trinh diéu tri: 03 ngay lién tuc, c6 thé dung 05 ngay. Nén nhai vién
thudc hodc udng timg phan nho.

Trong truong hop bénh nhan bi bat tinh do sbt cao, hén mé, c6 thé dung
thude qua duong nuéi dudng bang 6 ong xong da day.

2.4. Chéng chi dinh: Tai bién mach mau ndo, viém ndo thé thoat ching va
thé chay mau vao nao that ctia tai bién mach mau ndo, nguoi thé han, duong hu, ty
vi hu han; phu nit ¢6 thai; nguoi suy giam chic ndng gan, than.

2.5. Than trong va canh bdo: Than trong ¢ bénh nhan c6 tinh trang di Gmg voi
bat ctr thanh phan nao cia thudc.

2.6. Tuong tac thubc: Néu dang str dung cac loai thuéc tan duoc, can udng xe o
c4c 1an udng thudce tan dugc dé tranh kha nang co thé gy tuong tac gitra cac thude
v6i nhau. Khi dung thubc nén c6 ché do an udng hop ly, tranh cac thic dn chua cay
hoidc c6 nhiéu chit béo vi cé thé lam sinh noi nhiét va nhiéu dom.

2.7. Qué liéu va xir tri: Khi c6 bleu hién qua lidu, ngiing st dung thuoc ngay
lap tdc, dua bénh nhéan dén co s& y té gan nhat, sir dung cac bién phap cap cliu
thich hop.

II. V& viéc cAp nhat huong din siv dung dbi voi thudc An cung nguu hoang hoan:

1. Dbi véi céc thube da dugc cip sé dang ky luu hanh:

Trong vong 03 thang ké tir ngay ky cong van nay, yéu cau cong ty ding ky,
nha san xuét thuc hién viéc ra soat va théng nhét lai cdch ghi cic thong tin veé
hudng dan st dung thudc da néu tai diém 2 muc I cong védn nay vao cac phan ho so
lién quan theo quy dinh tai Phu luc II - Thong tu s6 22/2009/TT-BYT ngay
24/11/2009 ctia B Y té quy dinh viéc dang ky thude.

2. Dbi véi cac hd so ding ky thubc dang chd xét duyét tai Cuc Quan l}\
Duoc:

Cuc Quan ly Dugc chi xem xét cap s dang ky sau khi cong ty nop tai li¢u
chinh 1y, cp nhét theo ding cac thong tin nhu da thong nhat tai diém 2 muc [ cong
van nay vao cac phan c6 lién quan cua hd so va duge thim dinh dat yéu cau.

Cuc Quan ly Dugc thong bao dé cac don vi biét va thuc hién /.
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- BT. Nguyén Thi Kim Tién (dé b/c); V P‘H() €uC TRUOGNG

- CT. Truong Quéc Cudng (dé b/c); P&y
- Cuc QLKCB, Cuc QLYDCT, Thanh tra BYT (d€ phdi hop); f
- Téng cong ty Dugc VN; o

- Cuc Quan Y — Bo QP; Cuc Y t&€ - Bo CA; Cuc Y t€ GTVT- B
GTVT;

- B4o hiém XHVN;

-TT DI & ADR Quéc gia; TT DI & ADR KV (BV Cho Ray);

- Thanh vien HDTV cép SPK thudc; Chuyén gia PC, DL tham
dinh ho so;

- Cuc QLD: Phong QLKDD; Phong QLTTQC thuée; TC Duge
& MP; Van phong Cuc (dé dang tai Website);

- Luu VT, BKT (2b).
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