MOT SO VAN PE CAN LUU Y TRONG
NGHIEN CUU PHAT TRIEN THUOC VA
CHUAN BI HO SO XIN CAP
GIAY PANG KY LUU HANH THUOC

NGUOI TRINH BAY
PGS.TS Nguyén DPing Hoa



% Thudc dang Ky san xuat/luu hanh ¢ Viét Nam hién nay chu yéu la thuoc Generic
— & thude “Bat chude” thude phat minh (Innovator / biét duge goc — theo cach goi
ciia VN) sau khi thuéc phat mimh hét thoi han bao ho ban quyén.

% Thudc xin GBPKLH “bat chudc” DPUNG Thudc Tham Chiéu (TTC) hay dung
Xuat Xt Cong Thue (XXCT) thi khéng can Ho so 1am sang (HSLS).

% Thudc xin GPKLH “bat chudéc” KHONG DUNG TTC/XXCT thi phai c6 HSLS
mdi dugc xem xét cap GPKLH.

% Hién tai, thudc xin cap GPKLH c6 TTC/XXCT thi dugc cap mdi hoic duge gia
han (GH) v61 hiéu luc 5 nam.

% Thudc xin cap GPKLH KHONG ¢ TTC/XXCT: Néu la dang ky lan dau (ding
ky méi) s&8 KHONG duoc cap; néu |4 thuoc GH s& duoc GH 3 nam va sau do sé
KHONG duoc GH nira, trir khi nop duge HSLS.



% Vi Quy dinh néu trén, Doanh nghiép/cong ty xin cap GPKLH thudc can tra
ciru/tim kiém dwoe TTC/XXCT cho thuoc ma Cong ty du dinh nghién ctru phéat
trien dé xin cap GPKLH.

“¢Theo QD hién hanh:

- Vi thude hod duogc: TTC 1a cac thude duge cap phép luu hanh boi cac co quan

quan Iy dugc chit ché (SRA) theo Khoan 9, Piéu 2, TT08-2022/BYT, gom c0:

EMA, co quan quan Iy duoc cac nude thudc EU (Phap, Ptc, Ha Lan, Y, TBN, BPN,

Hy Lap, Hungari, Bungari ...). MHRA/EMC (Anh), FDA/Dailymed/AHFS (My),

PMDA (Nhat), TGA (Uc), Swissmedic (Thuy si), Heath Canada, Ireland, Na Uy

- Vi céc vac xin- sinh pham: Theo Biéu 13, TT 08-2022/BYT

- V6i thuoe duge lidu: Theo Diéu 18, TT 08-2022/BYT

- Vi thude co truyén: Theo Piéu 7, TT 21- 2018/BYT va biéu 7, TT 39-2021/BYT



% Cac Cong ty/DN c0 thé tra ctru cac TTC mién phi trén cac Website sau:

* ANSM (Phéap): http://agence-prd.ansm.sante.fr/php/ecodex/index.php

» FDA-US: https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm

« Dailymed (M¥): https://dailymed.nlm.nih.gov/dailymed/

 MHRA (Anh): https://products.mhra.gov.uk/search/?search=Alverin&page=2

« TGA (Uc): https://www.tga.gov.au/resources/artg?keywords=Mifepriston&submit=Search
 HPRA-Ireland (tra ctru eMC): https://www.hpra.ie/

« EMA: https://www.ema.europa.eu/en/medicines

 Bi: https://medicinesdatabase.be/human-use/medicines

* Iceland: https://www.serlyfjaskra.is/

« Agenzia Italiana del Farmaco (Italia): https://www.aifa.gov.it/web/guest/trova-farmaco

» Swissmedic-Thuy Si: https://www.swissmedicinfo.ch/?Lang=EN

MPA-Thuy Dién: https://www.lakemedelsverket.se/sv/sok-lakemedelsfakta?active Tab=1
AEMPS (Tay Ban Nha): https://cima.aemps.es/cima/publico/home.html

< Tra ctru phai mua du liéu: MedicinesComplete co cac dir liéu cua AHFS Drug Information,
EMC va Martindale


http://agence-prd.ansm.sante.fr/php/ecodex/index.php
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm
https://dailymed.nlm.nih.gov/dailymed/
https://products.mhra.gov.uk/search/?search=Alverin&page=2
https://www.tga.gov.au/resources/artg?keywords=Mifepriston&submit=Search
https://www.hpra.ie/
https://www.ema.europa.eu/en/medicines
https://medicinesdatabase.be/human-use/medicines
https://www.serlyfjaskra.is/
https://www.aifa.gov.it/web/guest/trova-farmaco
https://www.swissmedicinfo.ch/?Lang=EN
https://www.lakemedelsverket.se/sv/sok-lakemedelsfakta?activeTab=1
https://cima.aemps.es/cima/publico/home.html

VOI THUOC HOA DUQC
< Khi phat trién san pham theo Thudc Tham Chiéu nao thi phai tuan tha BPUNG theo
TTC do veé:
- Duoc chat/dang dugc chat dung dé SX thudc
- Dang thuoc/dang bao ché
- Ham lugng/nong do
- Chi dinh, chong chi dinh ...
- buong dung
- Cach dung

- Liéu luong



% Phai ding dwoc chat/dang dugce chat ding dé SX thudc: Vi mot DC c6 thé ton
tai va duoc str dung & nhiéu dang khac nhau. Dang DC khac nhau s& c6 DO TAN
va TINH THAM khac nhau, dan dén kha niang hoa tan/giai phong/phong thich
khac nhau, két qua 1a SKD khac nhau - hiéu qua diéu tri s& khac nhau.

- Vi du T/C FDA/AHFS (M¥y) c6 VN Prednisolon 5 mg/vién, dung DC Ila
prednisolon. Thuoc PKLH la VN Prednisolon acetat twong duong vai prenisolon
5 mg/vién. Khéng dung dang DC so véi thuoc T/C.

- Vi du TC ANSM (Phap) c6 VN Alverin (dué6i dang alverin citrate) 40 mg/vién,
tinh liéu theo DC dang Base. Thuoc PKLH la VN Alverin citrate 40 mg/vién,
tinh liéu theo DC dang mudi. Khong da ham luong so véi thude T/C.

- Vi du: T/C EMC (Anh) c6 VN Dexamethason 0,5 mg/vién, DC dang alcol. Thudc

DKLH la VN Dexamethason (du6i dang dexamethason acetat) 0,5 mg/vién, DC
dang este. Khac vé dang DC so véi thude T/C.




- Vi du T/C FDA & EMC c6 VN Thiamin hydrochlorid 50 & 100 mg/vién. Thudc
PKLH la VN Thiamin nitrat 50 & 100 mg/vién. Khac nhau vé dang muoi.

- Vi du T/C MHRA (Anh) c¢6 VN Calcium lactate 300 mg/vién. Thuéc PKLH la
VN Calcium lactate pentahydrate 300mg/vién. Khac nhau vé lugng Ca++

- Vi du Thuoc nho mat Tobradex (BDG) cO chia Tobramycin (dudi dang
tobramycin sulfat) 0,3% va Dexamethason 0,1%, thudc la dang Dd/Hd. Thudc
DKLH co6 chua Tobramycin (dudi dang tobramycin sulfat) 0,3% va Dexamethason
(dudi dang dexamethason natri phosphat) 0,1%, thudc |4 dang Dd. Hén dich
nhé mit c6 SKD cao hon dung dich nhé miit ciing nong do DC.



- Vi du T/C TGA (Uc) c6 gel bdi da Clindamycin phosphat 1%. Thuoc DKLH la gel
boi da Clindamycin 1%. Khong dang T/C & DC c6 d6 tan khac nhau, GPDC khac
nhau, nén tac dung s€ khac nhau.

- Vi du T/C FDA/MHRA c6 VNBF Cetirizin (duéi dang Cetirizin HCI) 10 mg. Thudc
DKLH VNBF Cetirizin 10 mg. Khéng dtng T/C, dang mudi & dang base c6 do tan
khac nhau, tinh tham khac nhau, nén SKD s& khéac nhau.

- Vidu T/C FDA & BDG c0 VNBF Rosuvastatin (dudi dang rosuvastatin calci) 20
mg/vién. Thuéc PKLH la VNBF Rosuvastatin 20 mg/vién. Khong dang dang DC
véi thude TC.

- Vidu TC HPRA c0 vién sui bot Vitamin C + Kém citrat trihydrat 1000 mg + 10 mg.
Thuéc PKLH la vién sti bot Vitamin C + K&m (duéi dang kém gluconat) 1000 mg +
10 mg. Khéng diing dang mudi kém va HL kém



< Khong “AN” thanh phan co tac
dung dwoe ly vao Ta Dwoe:

Vi du thuéc BDKLH 1a “Dung dich vé
sinh mui”, HL natri clorid 0,9%

- DC NaCl

—

- K&m sulfat, dong sulfat 1a cac chat
sat khuan, phai dua vao thanh phﬁn
DC. KHONG phai la chat BQ nhu
benzalkonium clorid
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% Piing dang bao ché (BC)/dang thudc:

Clng DC, ciing HLDC/nong @6 DC nhung dang BC khac nhau thi thanh phan ta
duoc 12 khac nhau, QTSX/CNSX 14 khac nhau, Y/C vé chi tiéu chat lwong cling khac
nhau, khac nhau vé kha ning GP/HT DC, hap thu khac nhau... Tac dung s&¢ KHONG
nhu nhau. Vi thé:

- Hién HD:FV cap GD’KLH thudc thong nhat chap nhan dang BC dwoc thay thé
S0 véi thuoc tham chiéu, co:

+ Vién nén/VNBF (thuéc Tham chiéu I1a vién nén ~ thudc dang ky la VNBF va
nguoc lai).

+ Bot pha hdn dich/com pha hon dich duge xem 14 nhu nhau vi déu “Phai duogc pha
thanh hén dich” trude khi uong.

- Dang BC khéac véi dang BC ciia thudc tham chiéu KHONG dwoc chap nhén:

+ Vi du paracetamol 325 mg + tramadol HCI 37,5 mg/vién nang KHAC véi thudc
tham chiéu theo EMC (Anh) 1a VNBF, mac du cing T/P & cing HL.



+ Vi du thuoc bot paracetamol 80 mg/géi KHAC véi thuoc tham chiéu
theo ANSM la thudc bot sui bot du cung DC & cung HL, cing duong
udng.

+ Vi du fexofenadin HCI 180 mg/vién phan tan KHAC thudc tham chiéu
theo FDA & MHRA 1a VNBF du cung DC, cung HL, cing duong uong

+ Vi du PKLH Acid acetylsalicylic 100 mg/vién nén KHAC thuoc tham
chiéu theo AHFS/ANSM & vién nén bao tan trong rudt/vién nén bao
khang dich vi.

+ Vi du PKLH Diacerin 50 mg/vién nén KHAC thudc tham chiéu theo
ANSM la vién nang du cung DC, cung HL ...

+ Vi du BPKLH Nicorandil 10 mg/vién nang cimg KHAC thudc tham
chiéu theo EMC/TGA/ANSM 14 vién nén, du cung DC, cing HL ...

+ Vi du BKLH Fluoxetine 20 mg/ODT KHAC thubc tham chiéu theo

eMC la vién PT du cung DC, cung HL ...



+ Vi du DKLH Vvién nang cing cO chira thiamin hydroclorid 250 m, pyridoxin HCI
250 mg hydroclorid va cyanocobalamin 1000,00 mcg KHAC véi thuoc tham chicu
cua Hy Lap biét duoc Be Union la VN du cung DC, cung HL ...

+ Vi du BKLH VN dat am dao polymyxin B sulfat 35.000 1U, nystatin 100.000 1U,
neomycin sulfat 35.000 1U/vién. KHAC véi thuoc tham chiéu theo ANSM cé cuing
thanh phan, cing HL cac DC nhung dugc luu hanh dudi dang Vién nang mém dat
am dao.

+ Vi du PKLH Hon dich uong Diosmectit 39/20 ml/g6i. KHAC véi thude tham
chiéu theo ANSM 1a Bot pha hon dich uéng Diosmectit 3 g/goi.

+ Vi du PKLH Vién nang mém codein phosphate 10 mg, guaifenesin 100 mg/vién.
KHAC véi thude tham chiéu theo Dailymed c6 dung dich uong codein phosphate 10
mg, guaifenesin 100 mg/5 ml.

+ Vi du PKLH Vién nang mém Guaifenesin 100 mg, dextromethorphan HBr 10 mg,
phenylephrine HCI 5 mg/vién. KHAC véi thudc tham chiéu theo Dailymed 1a dung
dich uong cuing thanh phan, cing HL cac DC/5 ml.



< Phai xac dinh dang BC phu hop véi ban chat/tinh chat ciia DC:
- Theo FDA/EMC c6 vién nang cting esomeprazole (dudi dang pellet esomeprazole
magnesium bao tan & rudt) 40 mg. Thuéc PKLH la Vién “nang cung Esomeprazole

(dudi dang esomeprazole magnesium) 40 mg/vién. KHONG duoc chap nhan, tai
sa0?

- Thuoc DKLH la Vién nang cung Lansoprazole (dudi dang vi hat

8,5%) 30 mg/vién. Tham chiéu theo FDA/EMC c6 vién nang cting lansoprazole

(chira hat lansoprazole 8,5% bao khang dich vi) 30 mg. KHONG dugc chap nhan,
ta1 Sa0?

- Theo FDA c0 vién nang cung omeprazole (dudi dang pellet omeprazole
magnesium 8,5% bao tan & rudt) 40 mg/vién. Thuéc PKLH Ia vién nang cung
omeprazole (dudi dang pellet omeprazole magnesium 8,5%) 40 mg/vien. KHONG
duoc chap nhan, tai sao?

- Thuoc DKLH VNBF Pantoprazole (duéi dang Pantoprazole natri) 40 mg/vién.
Tham chiéu FDA/BDG la VN bao tan & ruot Pantoprazole (dudi dang
Pantoprazole natri) 40 mg/vién. KHONG dugc chap nhan, tai sao?



*»Phii xac dinh dang BC ciia thuoc PKLH dung/twong tw véi dang BC ciia
thuéc THAM CHIEU:

- Vi du thuéc PKLH 13 “Thudc bot uong” acetylcysteine 100 mg/géi; HDSD hoa goi
thude vao 5-10 ml roi ubng, ban chat 14 “Thudc bot pha dung dich uéng” ¢é thude
tham chiéu theo Ptc/TBN. Ghi & “Thudc bot uéng” thi KHONG c¢6 thude tham
chiéu theo TT 08. Bé duoc chap nhan phai sira dang BC nhu TTC.

- Vi du thude DK 1a “Thudc bot uong” ornithin aspartate 3g/goi; HDSD phan tan goi
thudc vao lugng nudce thich hop roi udng; nhu vay, ban chat day 1a “Thudc bot pha
hon dich uéng” ¢é thude tham chiéu 1a com pha hon dich udng theo Bire/Hungari.
Xin DPKLH 1a “Thubdc bot uong” thi KHONG c6 TTC theo TT 08. Bé duoc chap
nhan phai stra thuéc DK c6 dang BC nhu TTC.



< Phai ding Ham lwong & Nong d$ DC theo THUOC THAM CHIEU:

- Vi du thuoc PK la dd tiém truyén tinidazole 400 mg/100 ml, KHAC véi thude tham
chiéu theo ANSM la dd tiém truyén tinidazole 400 mg/200 ml. Ciing HLDC khéc nong
do.

- Vi du thudc DK 14 dung dich uong Piracetam 1200 mg/10 ml, KHAC véi thude tham
chiéu theo ANSM 14 dung dich uong 1200 mg/6 ml. Cing HLDC khac nong do

- Vi du thuoc PK 14 dd tiém truyén Moxifloxacin (dudi dang Moxifloxacin HCI) 400
ma/100 ml KHAC véi thude tham chiéu theo BDG/FDA/MHRA/Canada 1a dd tiém
truyén 400 mg/250 ml. Cing HLDC khac nong do.

- Vi du thudéc DK 13 dd tiém Netilmicin (dudi netilmicin sulfat) 200mg/2ml, KHAC véi
thuéc tham chiéu theo ANSN 1a dd tiém Netilmicin (dudi dang netilmicin
sulfat) 100 mg/1ml. Cing HLDC kh&c nong do.

>Vi lién quan dén DPH cua thudc — Phan Bo - Thai trir. Lién quan dén thoi gian duy tri
Cb trén Cmic




< Céach ghi ham lwong/ nong d¢ dwge chat cia thudc:

>Ham lugng duogc chat cia thude xin PKLH phai ghi theo dang phan liéu ctia DC
d6, KHONG ghi theo HL cua dang dwoc dung (dang DC dung SX thuoc), trir
trudng hop dang DC phan liéu va dang DC duoc dung 18 MOT

* Vi du Vvién nén escitalopram 10 mg

- Viét dung: Escitalopram (dudi dang escitalopram oxalate) 10 mg hoic Escitalopram
oxalate twrong duong escitalopram 10 mg

- Viét sai: Escitalopram oxalate 12,77 mg
* Vi du vién nang cing amlodipine 5 mg

- Viét dung: Amlodipine (duéi dang amlodipine bensilate) 5 mg hoic Amlodipin 5
mg tuong duong vo1 amlodipine benzilate 6,925 mg

- Viét sai: Amlodipine bensilate 6,935 mg



» Vi du dung dich tiém truyén glucose 30%

- Viét sai: Mdi 100 ml dung dich chira glucose monohydrate 33 g (twong duong véi
30 g glucose khan)

- Viét dtng: Mdi 100 ml dung dich chuta glucose khan (dudi dang glucose
monohydrate) 309

* Vi du thudc tiém Diphenhydramin 50 mg/ml|

- Cong bd ham luong thude 1a 10 mg/ml

- Tén thuoc va ham luong thuoc khong dong nhat
- KHONG cap GPKLH



Véi cac dang thuéc CHUA phan liéu c6 thé biéu thi Ham luogng hoat chat theo
néng do % hoac néng dé dudi dang KLDC/1g thudc hoic KLDC/1 ml thudc dé
phU hop véi don PKLH thudc ¢6 nhiéu hinh thire dong goi khac nhau

* Vi du thuéc PKLH dung dich uong Metoclopramid hydroclorid: Mdi chai 30 ml
c6 chira 30 mg DC, hinh thirc dong chai 30 & 60 ml/chai; cach ghi nay chi dang
cho don vi ddng goi nho nhat 1a chai 30 ml, KHONG dung cho hinh thitc dong goi
chai 60 ml. Céch viét dtng cho ca 2 hinh thic dong goi la: HL metoclopramid
hydroclorid la 1 mg/ml

* Vi du dung dich nhé mat olopatadine: Ghi mdi lo 5 ml ¢6 chia 10 mg DC
KHONG dtng cho rat nhiéu quy cach dong goi xin PK 14 0,4 ml, 2,5 ml, 3 ml, 5
ml & 10 ml/éng, chi dung cho quy cach dong lo 5 ml. Bé phu hop véi cac quy
cach dong goi trén dung nhat 12 biéu thi dudi dang nong d6 % DC - dd nhoé mit
olopatadine 0,2%.



* Vi du thuéc BPKLH ghi: M6i 5 gam thuéc m& bdi da c6 Betamethason (dudi dang
betamethasone dipropionate) 0,25 mg va Acid salicylic 150,0 mg. Cach ghi HL
DC nay dang khi DK 01 quy cach dong go6i duy nhat 1a tuyp 5g. KHONG dtng néu
DK nhiéu quy céch déng goi nhu tuyp 5 g, 10 g, 20 g. Phai ghi HLDC theo nong
do % la Betamethason (dudi dang betamethasone dipropionate) 0,05% va Acid

salicylic 3%

e Vi du thuéc PKLH la dung dich dung ngoai Con 90: Chai 50 ml c6 HL ethanol 96
% 46,7 ml, trong khi DPKLH duéi nhiéu quy cach dong goi la chai 50 ml, chai 100
ml, chai 500 ml, can 5 lit. KHONG duoc chap nhan ma bii yéu cau sira lai cach ghi
ham lugng ethanol. Cach ghi dung va don gian nhat 1a HLDC ethanol 90% dtng véi

moi quy cach dong goi.



*»Véi dang thudc bdt/com dé pha hon dich udng, can
luu ¥ vé HUONG DAN LIEU DUNG:

e C4c thudc tham chiéu thuong dugc dong goi da licu
(nhiéu liéu chia trong clng mét chai/lo) va sau khi pha
lai/hoan nguyén thanh hon dich long s& dugc phan liéu
theo luong DC /5 ml hon dich vira pha lai.

e CO nhiéu thudc xin DPKLH tham chiéu cic dang bao ché
la thudc bot/com dé pha hon dich udng nhung lai khong
dong DA LIEU nhu thuoc tham chiéu ma dong goi DON
LIEU (mdi liéu 1a 01 g6i thuoc twong duwong lugng DC
c6 trong 5 ml hd pha lai nhu thude tham chiéu) dan toi
“mac 10i” vé huéng dan licu luong khi sir dung thudc ...

* Vidu
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* DC cefixime, dang thudc cho tré em

- Theo FDA c0 dang BC “Bot pha HD

udng” sau khi pha lai thanh 100 ml HD c6

HL 100mg/5ml hoac 200 mg/5 ml.

- HDLD theo mg/kg hoac theo ml/kg can
nang tré (bang bén/chir den).

e Thubc DK la bot pha HD ubng, dong goi
don liéu 100 mg/g6i hoic 200 mg/goi.
Modi goi duge xem la duon vi phan liéu
tuong tu nhu 1 vién nén hay 1 vién nang

- HDLD theo mg/kg can nang tré s€ phai
chia 1& goi thudc, ko thé chia liéu chinh
xac dwege — Ko chap nhan

- Phai HDLD theo s6 goi (1, 2, 3 hay 4 goi
...) nguyén goi - Chap nhan (chit do)

PEDIATRIC DOSAGE CHART

Doses are suggested for each weight range and rounded for ease of administration

Cefixime for oral suspension

Cefixime chewable

tablet
100 mg/5 mL 200 mg/5 mL
Patient Weight Dose/Day Dose/Day Dose/Day Dose
(kg) (mg) (mL) (mL)
5to 7.5%* 50 2.5
7.6 to 10* 80 4 2
10.1to 12.5 100 5 2.5 1 tablet of 100 mg
~ (M4t goi)
12.6 to 20.5 150 7.5 4 1 tablet of 150 mg
20.6 to 28 200 10 5 1 tablet of 200 mg
~ (Hai géi) ~ (Mot goi)
28.1to 33 250 12.5 6 1 tablet of 100 mg and 1
tablet of 150 mg
33.1to 40 300 15 7.5 2 tablets of 150 mg
~(Ba g6i)
40.1to 45 350 17.5 9 1 tablet of 150 mgand 1
tablet of 200 mg
45.1 or greater 400 20 10 2 tablets of 200 mg
~(Bdn géi) ~(Hai géi)




Vi du: HDLD véi thude bdt pha hon dich cefuroxim 125 mg/goi:
Theo mg Theo goi thudc

Viém amidan cdp tinh, viém hong, viém xoang cap tinh [PER-JIETAETYI1-%\

2 gbi/lan, 2 lan/ngay
do vi khuan. Viém bé than, viém bang quang.
Nhiém khuan da va mé mém khong bién chirng.
Viém tai giira cap tinh,

500 mg/lan, 2 lan/ngay 4 géi/lan, 2 lan/ngay

Dot cap clia viém phé qudn man tinh

Bénh Lyme 500 mg/lan, 2 lan/ngay trong 14 ngay 4 géi/lan, 2 lan/ngay trong 14 ngay
(khodng tir 10 dén 21 ngay) (khodng tir 10 dén 21 ngay)
Tré em < 40 kg

Viém amidan cap tinh, viém hong, viém xoang cap tinh [RICK R INIE WAL 0N EE Tré cé can nang 7-<40 kg:

do vi khuan 125 mg/lan, 2 lan ngay 1 géi lan, 2 lan/ngay

LR R R A R R IR E L R Ul Tré c6 can nang 7- <15 kg: 125 mg/lan, 2 Tré cé can néng 7- <15 kg:

SGUERE R E e TRl E G UE G ERER 6N 1an/ ngay. Tré c¢é can ndng 15-<40 kg: 1 goi/lan, 2 Ian/ ngay. Tré cé can nang
15-<40 kg: 2 goéi/lan, 2 1an/ ngay

mém khéng bién chirng 250 mg/lan, 2 1an/ ngay

Viém bé than

Bénh Lyme

Tré 6 can nang 7- <15 kg: 125 mg/lan, 2
lan/ ngay. Tré cé can ning 15-<40 kg:
250 mg/lan, 2 lan/ ngay

Tré c6 can ndng 7- <15 kg: 125 mg/lan, 2
lan/ngay, trong 14 ngay ( khodng 10-21
ngay) .Tré c6 can nang 15-<40 kg: 250
mg/lan, 2 [an/ ngay, trong 14 ngay
(khoang 10-21 ngay)

Tré c6 can ndng 7- <15 kg:

1 gbi/lan, 2 1an/ ngay. Tré cé can nang
15-<40 kg: 2 gbi/lan, 2 lan/ ngay

Tré c6 can ndng 7-<15 kg: 1 gbi/lan, 2
lan/ngay, trong 14 ngay ( khodng 10-21
ngay). Tré cé can nang 15-<40 kg: 2
goi/lan, 2 [an/ ngay, trong 14 ngay
(khoang 10-21 ngay)

Tre c6 can niang khong duge ghi & bang trén nén chon dang bao ché thich hop khac



* Can cr dé xay dung NOI DUNG to hwéng dén sir dung thudc:

Dua trén cég: quy dir}h h@én hanh duoc g,hi trong luat, duoc va cac van ban lién quan

khac, Hoi dong tu van cap GPKLH thudc, thong nhat:

« CHAP NHAN nbi dung ghi trong huéng dan sir dung thudc duoc bién soan (C6
minh chirng kem theo):

- Hodc theo thudce phat minh (BDG) da dang ky luu hanh tai VN

- Hoic theo thuoc THAM CHIEU

- Hoac theo Duoc thu QG VN

« KHONG CHAP NHAN:

- Lya chon dan xen théng tin tir cac tai liéu SmPC tham chiéu trén.

- C4c chi dinh khdng cé trong SmPC tham chiéu hodc khong cé két qua thu
nghiém LS

Vi du:



Chi dinh
khong co tham
chiéu




Chi dinh liéu khéng dung tham chiéu

The total dmlyde&ge must be administered in equally divided doses.

Granules. The recommended dosage ranges from 30 to 50 mg/kg/day or more in divid g‘?\?;gﬁ“ng cgo tre em tir 30 - 50 mg/kg/ngay, chia déu li
moderately severe infections caused by erythromycin sensitive organisms, the followi A i

= ) D6i véi nhidm khuan ning hon, lidu ndy ¢6 thé duoc ting gd)
ggested: | Che 46 licu axdugc khuyén cdo cho nhiém khuén nhe d
| ] | ‘ in ning \ Tong liéu/ngay
Bodyweight Total Daily Dose Z g E5kg N 30 - 50 mg/kg/ngay
under 4.5 30t05 S-75kg ) 200 mg
kg b eyt — = :- 15k | , 400 mg (1 gbi)
4.510 6.8 kg 200 mg =5 13-25kg | 800 mg (2 géi)
6.810 11 ke L g | = 255-50kg / _ 1200 mg (3 goi)
Ho23kp ¢ | 800 mg | N =50k /. |} oomplge)
= — : Nguai | g6i). cir mdi 6 gid hojc 800mg {2 g6i). cir
231045 kg : 1.200mg - he ting 11 4 g/ngay tiy thudc viao mirc 46 nhiém khuan.
overdSkg 1600 me = Trong dicu tri nhiém khuan do Streprococcus, diéu tri trong it nha

Trong dy phong lién tyc chéng lai tai phat nhiém khuin do Strez
€6 tien sir bénh thap tim, liéu théng thuomg 1 400 mg (1 g6i)ian,

~ Ditu trj viém ni¢u dao do C. trachomatis hodic U. urealyticum:
= ﬁnﬁgﬁy trong 7 ngay.



- Vi du thube xin PKLH l1a Dd udng arginin 5g/10 ml, kiém tra t6 HDSD thudc
thay:

+ Chi dinh, liéu luong, cach ding cua thudc chira Arginin rong hon rat nhiéu so voi
SmPC cua Phap

+ Va nhiéu noi dung khéc cua to HDSD chua theo SmPC cta Phap

+ Y@&u cau stra_doi bo sung theo diing SmPC cua thudc tham chiéu dé duoc cap
GPKLH.

- Vi du thuoc xin PKLH & VNBF magnesi-B6: Magnesi lactate dihydrate 470 mg
va pyridoxin hydrochloride 5 mg theo thudc tham chiéu ctia Phap

+ HDSD lai KHONG theo dtng thong tin theo SmSP ctia Phap

+ Y&u cau stra doi bo sung theo ding SmPC cua thudc tham chiéu dé duogc cap
GDbKLH..




% Ho so nghién ciru BE véi cac DC va dang thudc phai c6 BE theo TT 08-2010
vatheo TT 07/2022:

- Vi dy, thubc DPKLH la VNBF metformin hydrochloride 500 mg/vién, SX tai VN

+ Thudc doi chimg VN Glucophage 500 mg/vién. OK

+ Thr nghiém trén 30 NTN, thir chéo ... OK

+ Két qua phan tich cac thong s6 Cmax, Tmax, AUC dat.

+ Nhung thudc thtr nghiém KHONG phai thude duge SX tai VN nhu PK ma la
thudc cua cung don vi xin DK duoc SX tai nude xin DK thudc.

+ Két qua nghién ctru BE KHONG dugc chap nhan

+ V1 sao?

> Khac dia diem SX, khac diéu kién SX, khac day truyén thiét bi, khac thong so k¥
thuat ... Chat luong thudéc s¢ KHONG nhu nhau.



% Ho so nghién ciru BE véi cac DC va dang thudc phai c6 BE theo TT 08-2010
vatheo TT 07/2022:

- Vi du, thuéc PKLH |4 VNBF azithromycin 500 mg/vién, SX tai Indonesia

+ Thudc thtr dung cho nghién ctru BE véi ¢& 16 30.000 vién/10

+ Quy mo cua 16 SX 1a 90.000 vién/I6

+ Roi vao truong hop c¢& 16 <100.000 vién/Id, thi thuoc dung cho nghién ctu BE

phai 14 thudc cua quy md SX.

+ Két qua nghién ctru BE KHONG dugc chap nhan

+ Pé nghi KHONG cap GPKLH



% Theo huémg dan cia TT 07-2022 véi thuoe thay doi dia diém SX ma Ho so
DKLH thuﬁc’ bat bq@c phai tl}i’r BE, nhwng thuoc dwgc SX ¢ dia dién} cu da
dugc cong bo BE, dé dwgc chap nhan véi ciing thudc do, dwge san xuat ¢ dia
diem méi va dé dwge cong bo BE:

- Yéu cau HS phai cé cac minh ching:

+ Cung cong thirc SX

+ Clng TCCL dugc chat

+ Cung TCCL céc ta duoc, bao bi

+ Clng loai trang thiét bi SX

+ Clng QTSX va cac QT théo tac chuan

+ Clng diéu kién moi trudng trong quéa trinh SX

+ CUing dat tiéu chuan chat heong thanh pham da cong bo, c6 biéu do hoa tan tuong

dong



% Ho so xin dwge cong bé BE dwa trén két qua NC BE in vivo da dwge cong
nhin véi cung thuoce, cung dang thuoc, cung nha SX nhwng co HLDC khac
nhau. Theo TT 07-2022/BYT:

- Thudc dugc xem xét c6 nhiéu ham luong khac nhau, cling dang thudc, va vé mat
bao ché cb thanh phan dugc chat va ta duoc nhu nhau, ty 1€ duogc chat/ta duoc
cua cac ham luong khac nhau la nhu nhau, dugc SX trén cung mét day truyén,
cung mot quy trinh san xuat ... Co thé sir dung bao cao két qua NC BE ctia mot
(vi du HL cao nhat véi thuoe co0 DDPH tuyén tinh) hoac hai ham luong (vi du HL
cao nhat & HL trung gian) d¢ xem xét mién thir BE in vivo voi cac HL con lai.
Muon duoc chap nhan phai 6 ho so chirng minh:

+ Clng thanh phan céng thirc, clng ty 1é cac thanh phan

+ CUNng quy trinh san xuat

+ Clng biéu d6 vé do hoa tan/GP duoc chat

+ CO DPH tuyén tinh hay khong?



% Mot s6 16i k§ thuat trong hé so xin PKLH thuéc dan téi KHONG dwoc cap
GDKLH:

» Ti¢u ban TCCL:

- Vi du thudc xin DPKLH: Dd uéng Ubidecarenone 50 mg/10ml

+ TC thanh pham c0 chi tiéu tap chat lién quan

+ Phan tich bang HPLC nhung khong c6 ban chat pha tinh (cot sac ky), khéng co

pha dong stir dung

+ Céch chuan bi mau thtr khdng pht hop do thude 12 dd nude, khdng thé dong tan

trong dung moi hexan

+ Thiéu s6t ciia HS cho thay gi?

- Vi du thude xin DPKLH: Dd tiém truyén paracetamol 1000 mg/100 ml
+ Khong co chi tiéu ndi doc to vi khuan

+ QTSX khong c6 tham dinh vé noi ddc td vi khuan




» Tiéu ban TCCL:
- Vi du thuoc xin DPKLH: Bot pha tiém colistin 2.000.000 Ul/lo. NSX An o

+ TC DC dua Va0 san xuat, vé TCCL thiéu 2 chi tiéu quan trong vé tap chat lién
quan theo quy dinh cua BP hién hanh

+ Khéng c6 dinh tinh & dinh luong 2 tap lién quan bang HPLC
+ KL: Khong cap GPKLH
- Vi du thude xin DPKLH: VNBF rosuvastatin 5 mg/vién. NSX Hy Lap

+ Phuong phéap dinh lugng DC, xac dinh do hoa tan, xac dinh tap chat lién quan
déu la phuong phap phan tich caa NSX nhung KHONG cung cap két qua tham
dinh cua cac phuong phap

+ KL: Khéng cap GPKLH




» Ti¢u ban TCCL:

- Vi du thuoc xin DPKLH: VNBF dapagliflozin 10mg/vién

+ Tiéu chuan thanh pham: TCCS

+ Khong co chi tiéu tap chat lién quan: tap dinh danh va khong dinh danh

+ Khong co thong tin vé cot st dung trong HPLC (kich thudc cot, ¢& hat nhoi)
+ Khong cung cap phan tham dinh phuong phap phan tich

+ KL: Khong cap GPKLH




» Tiéu ban bao ché:

- Vi du thudc xin PKLH: Vién nang mém dat am dao Promestriene 10 mg/vién
P8: P 6n dinh ctia thanh pham

+ Pé cuong nghién ctru d6 6n dinh ghi 03 16 ¢& 16 100.000 vién, SX 10/2020.

+ HS thé hién 03 16 dugc tham dinh SX 9/2023.

+ Két qua NC do 6n dinh dugc bao cdo cho 36 thang.

+ Thiéu sOt ctia HS cho thay gi?

- Vi du thuée xin PKLH: Dd nhé mat Epinastin hydroclorid 0,5mg/ml

+ HS phan P8 vé do on dinh c6 van dé: Bang so liéu trong P8 c6 thoi diém lay mau
30 thang khong phu hop vo1 ngay lay mau; Chua ghi 1o quy trinh nghién ctru 1n-
use stability co mo phong thuc t€ st dung; Chua danh gia chi tiéu "water loss".
+ Pé nghi khéng cap GPKLH.




» Tiéu ban bao ché:

- Vi du thudc DKLH 4 VNPT desloratadine 5 mg/vién nhung:

+ Phan phét trién cong thtrc viét cho vién 2,5 mg, chon CT vién 2,5 va nang quy
mo lén 150.000 vién/Io cting cho vién 2,5 mg/vién

+ Pé cuong tham dinh QTSX P3.1 14 CT vién 2,5 mg, P3.4 lai 14 vién 5 mg

+ Hb so ¢6 biéu hién “KHONG duwa trén két qua thwe nghiém”. Khong cip
GDKLH

- Vi du khéc: Thay d6i nguyén liéu SX hodc bo sung nguon nguyén liéu SX trong
qua trinh b6 sung ho so PK lan dau. Khi thay doi nguoén nguyén liéu la thay doi
16n €6 anh huong truc tiép dén CHAT LUONG thudce, nén cac so liéu nghién ctru
phat trién san pham véi nguyén liéu ban dau KHONG duoc chap nhan, dic biét
la DO ON PINH cua thudc ... Vay nén lam thé nao?




* Vi du khac: Str dung thiét bi tron co
dung lugng/dung tich KHONG phu
hop véi quy mo 16 SX, chia 1é dé tron
nhung khéng ¢ tham dinh ... QTSX
KHONG du tin cay?

« QTSX cO biéu hién “khong dua trén
thyc té phét trién SP”

- Vi du HS BKLH vién nén abiraterone

+ CoOng thirc bao ché KHONG c¢6 nude

+ QTSX lai €0 st dung nudc

+ KHONG cap GPKLH

[— _ —
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* St dung ta dwogec khong hep ly:
Vi du: CTBC vién ODT can thém natri lauryl sulfat 2 mg/vién, ngay dung 3 vién ~ 6
mg, trong khi FDA cho phép maximum daily exposure chi la 3 mg

» Hiéu nham vé nguyén liéu ding dé SX thudc:

Vi du: Methylprednisolone sodium succinate for injection néu déng lo thi day la
thudc thanh pham; néu dong thing 16n (bulk) thi day & nguyén liéu dé dong lo thude
tiem.

Khong phai nguyén liéu dé SX thuoc tiém dong kho ...

 Thudc PK la vién nén, tham dinh QTSX 14 g6i bt ... HS co van dé?



CHUAN BI HO SO KHONG CAN THAN (AU)

“* Dbon dang ky khong ding vaoi cpp

2.3. So dién thoai: +39 055 7361 1 Webiste (néu c6):
E-mail:

B. Chi tiét vé san phim

1. Tén thudc: PecFent

2. Hoat chat, nong do/ham lugng: -

* Cong thic bao ché tinh cho/mét don vi ca liéu nhé nhit 13 1in xit:
- Fa}lany! citrate (equivalento 1 mg fentanyll) 1,570 mg;
3. Dang bao ché: Dung dich xjt mii

4. M ta dang bao ché: Dung dich xjt mi (Thuoc xit miii). E}

Mdﬁbnm&ckbﬁogmuongm&dénginnhumgsu&.

® 5 Buimgding: Teichd
- 6. Tiéu chuin chit lugng: Tiéu chudn nha sin xudt
7. Han ding: 24 thang
- & Dibulan bio quan: Bao quin & nhigt o dudi 300C e

e S e
i c i 5. s o cung 3 A

1 Name and pharmaceutical form of the product / Nombre y forma farmaceutica del medicamento /
Dénomination et forme pharmaceutique du médicament:

PecFent Nasal spray, solution
1.1 Active substance(s)’ and amount(s) per unit dose or unit volume’:

Principio(s) activo(s)’ y cantidad(es) por unidad de dosis o unidad de volumen’:
Substance(s) active(s)’ e Quantité(SIgar unité de dose ou unité de volume’:

For complete compaosition inclucing - 7See attached. */ Para la composicion completa Inciuices ios excipientes, vease
Informacion anexa. * / La composition compiéte cu médicament, y COmpris les excipients, voir annexe. *

1.2 Is this product subject to a Community Marketing Authorisation? *
¢Esta sujeto este medicamento a una autorizacion de comercializacién comunitaria? *
Ce médicament fait-il I'objet d'une autorisation communautaire de mise sur fe marche 2 *

yes

Contigential

30 Cnurcrl Piace » Canary Whar! » London E14 SEU « United Kingdom
Tetaphone =44 (0,20 3660 G000 Facmmbe »44 (0)10 3660 5525
& mall
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E-mail:
B. Chi tiét vé san pham 2
1. Tén thude: FLEMING
2. Hoat chat, néng dd/ham hrgng:

* Cong thirc bao ché tinh cho mot don vi chia liéu phoT
- Amoxicillin trihyrat fwong duong véi Amoxicfflin 875mg 1006,25 mg mg;
- Diluted Potassium Clavulanate twong dwong v Acid clavulanic 126,25mg 300/
3. Dang bao ché: Vién nén bao phim
4. M6 ta dang bao ché: Vién nén bao phim tring, hinh nang thuén dai, ¢6 chir “FLEMING
1000” in noi & mdt phia va phia con lai ¢6 ranh chia liéu. Vién thudc ¢6 thé bé lam déi theo
ranh chia lieu.
5. Puéng dung: Udng
6. Tiéu chudn chit lugng: TCCS
7. Han dung: 24 thang
8. Didu kién bio quan: Bio quin ¢ nhiét do duéi 30°C, tranh im.
9. Md ta quy cach dong goi: Ho
ti hat am silica gel; Hop 10 vi

p 1 vix 10 vién, Vi PVC/Alu déng trong tii nhom ciing véi

X 10 vién, Vi PVC/Alu dong trong tii nhém cing véi tii hat
am silica gel
10. Phan loai (tich vao ndi dung thich hop):
Thube ké don X Thube khong ké don l
. 2 £ 2 .
Thute g tam i ek e [
s > =
Thue gay nghin e i st i K L

No. of Certificate - e &P’;{T‘IL)' 2‘?;71’1‘” 8-19 e
| Exporting (Certifying) Country - INDIA ST 45
Importing (requesting) Country “ Socialist Republic of Vietns W
1. Name and dosage form of product . Amoxycillin and Potassiufnk )3\ 3
Tablets IP 1000mg 7 =1
1.1 Active lngcdients(s)’ and amount(s) per . Each film coated t AV
unit dose’ Amoxycillin Trilfydrate P \~L. \ ’)\
equivalent to Anfioxycillin 875h\g7:
i Potassium Clavylanate [P
2 as potassium Clvulanate diluted
equivalent to Cla\g cid g
Aoy =R e __ Colour: Titanjufix D P00 -
For complete qualitative composition including excipients s¢ -annéxu >0
1.2 Isthis product licensed to be placed onthe  : Yes ( o =
market for use in the exporting country?’ \ 7. 2 AN 9[]19 3=
(Yes/No) \._,\. i)
1.5~ s this product actually on the market in the \; = ,//
: exporting country? (Yes/No) LA L oL
If the answer to 1.2 is Yes continue with Section 2A and omit Section 2B. Ifthé answer to 1 2
is No omit section 2A continue with section 2B.°
B : SP-46/76; dated:29.10.1997
2aq Number of product licence” and date of Read With Permission Letter No.
issue. DCD/MFG/CR-606/18-19
28.11.2018 : |
MEDREICH LIMITED, |
2 Product Licence Holder (Name and . 12 MILE, OLD MADRAS ROAD,
Address), © VIRGONAGAR, BANGALORE -560
049.INDIA = s
2A3  Status of product licence holder.” Applicant is the manufacturer Dosage foom
‘ (key in appropriate calegory as defined in note 8 w/he/)
'2A3.0 For Catcgorics b & ¢ the name and address : Not Applicable
ﬁduWMhM s




4 Méﬁdangtﬁoche Bungdmhu&gm&uh?mg,wdﬂu .... W
5. Dudmg dung Uong . i s
6. Tiéu chuin chit lugng: ?é!%sinlxuﬁl

7. Han dung: 24 THANG , lli
8. Diéu kién bao quan: Eﬁﬂqw&nmkhéméguiuhmmmﬁ i 30
9 Mo quy cachd{mg gﬁ; Hﬁp 7 =







MOT SO CHU TRUONG PA THONG NHAT CUA HOI PONG

+Poi vbi truong hop khéng phai 1a thude hod duge mai theo quy dinh ctia Luat
Duogc, 4p dung theo quy dinh tai Khoan 2 Diéu 13 ctia Thong tu s6 08/2022/TT-
BYT vé viéc khong yéu cau dit liéu LS dbi véi mot trong c4c trudng hop sau:

- Thudc dang xem xét c6 cung hoat chat/phdi hop hoat chat, nong do/ham luong,
dang bao ché, duong ding, cach ding, liéu ding, chi dinh, d6i twong bénh nhan voi
thude Biét duge goc luu hanh tai Viét Nam. Thudc phai ¢6 t& Hudng dan st dung
cap nhat theo to huéng dan str dung cua Biét duoc géc.

- Thudc dang xem xét c6 cung hoat chat/phdi hop hoat chat, nong do/ham luong,
dang bao che, duong ding, cach dung, liéu ding, chi dinh, d6i twong bénh nhan voi
thude duogc cap phép luu hanh béi mot trong cac co quan quan Iy Dugce quy dinh
tai khoan 9 DPiéu 2 Thong tu 08/2022/TT-BYT. Thudc phai c6 to huéng dan sir
dung cap nhat theo to hudng dan st dung cua thude tham chiéu.



 Dimng GH/cap méi do thuoc khéng dam bao an toan, hiéu qua: Ranitidin,
citicoline duong udng, Salbutamol phoi hop véi Guaifenesin, acid nalidixic

 Khdng GH/cap mdi véi thude co yéu cau BE theo TT 08-2010 ma khong c6 béo
cdo BE tai thoi diém xét duyét ctia HD

e Khong cap méi voi DC alphachymotrypsin Vi KHONG c6 CTTC theo TT 08-
2022. Pugc GH 3 niam theo chu trwong chung, nhung HP di kién nghi dé nghi
Cuc QLD cham dut tat ca cic GPLH ctua DC nay tai thoi diém 31/12/2026.

* Thuoc ké don va khong ké don: Thuoc quy dinh & “Thudc ké don” ma ghi la
“khong ké don” thi KHONG duoc cap GPKLH, ngugc lai “Thudc khong ké
don” dang ky 1a thudc ké don duogc chap nhan.




MOT SO “TON TAI” TRONG CAP GPKLH THUOC PANG DE NGHI
PUQC THAO GO CHO TAT CA CAC DOANH NGHIEP

% Thuéc xin PKLH c6 DC hoiic phéi hgp DC chua dwoe cap phép lwu hanh
tai VN nhwng da la thuoc generic co tham chiéu tai cac nwéc SRA

* Diéu 14, TT 08/2022 yéu cau vé du liéu 1am sang véi cac thude ¢ su két hop
mdi cua duge. QP nay hinh nhw chua dang (Lo ngai lién quan dén gen chuyén
hoa cuia nguoi Viét khac vai cac cong dong nguoi KHAC):

+ Thubc cO su két hop méi lan dau tién xin BPKLH & VN nhung lai 12 thudc

Generic di duogc cap phép & cac nudc SRA theo quy dinh tai khoan 9, diéu 2,

TT08-2022

+ Thudc ¢ duge chat méi 1an dau xin DPKLH ¢ VN nhung lai 12 thudc generic da
duoc cap phep ¢ cac nudc SRA theo dung quy dinh tai khoan 9, diéu 2, TT 08-
2022

+ Kién nghi xem xét stra ndi dung nay cho phtl hop?




< CG nhiéu thudc dic thu cia Viet Nam di SX lwu hanh nhiéu nim nhwng
khong thé tim duoc thudc tham chiéu Theo quy dinh tai khoan 9, diéu 2, TT 08-
2022/BYT: Pang dwoec GH 3 nam, nhwng khong cap méi - Giai quyét thé nao?

» C4c thudc dung ngoai chi c6 & VN: DEP, BSI, ASA, Benzosali: Bé nghi sira TT
theo hudng cdp cho thuoce ¢ chuyén ludn DP va khong co bao cdo ADR nghiém
frong

« Cé4c loai cao x0a, dau xoa: Dé nghi ¢ quy dinh riéng vé TTC co thé theo TQ, HQ
hodc ¢O quy dinh riéng vé dir liéu an toan, hiéu qud twong nhw véi Thuoc DL -
Diéu 18, TT 08-2022

e Céc thudc duoc lidu/thudc co truyén ma trong thanh phan c6 phodi hop cac thanh
phan tinh khiét tr tinh dau nhu methol, camphor, borneol ... Theo quy dinh hién
hanh dang dugc xép vao thuoc HOA DUGC nén khong cd TTC: Pé nghi xem xét
la thuoc dueoc lidulthudc co truyén dé de xem xét cap GPDKLH



« C4c thubc cO hoat chat tinh khiét chiét xuat tir dwoc liéu nhu rutin, rotundin,
berberin, troxerutin ... Dé nghi cac DN phat trién SP theo cac TTC c6 & cac nudc
SRA.

+ Vi du troxerutin c6 bot pha dd uong & dung dich uéng (ANSM), kem/gel 2%

(Latvia/Rumni)

+ Berberin c6 vién nang cing 100 mg (Nhat) chi dinh chita roi loan tiéu hoa tuwong

tu nhu berberin 10 mg/VN cua Viét Nam; dung dich nhé mat 0,26 mg/ml (TGA);

hodc phét trién san pham theo hudng diéu tri roi loan lipid mau 500 mg/VN ...

+ Terpin hydrat: C6 thudc Terpin Gonon (ANSM) 100 mg terpin hydrat + 15 mg

codein/VNBF

+ Rutin (Rutoside): ANSM cé bd Veliten, VNBF 200 mg rutin+ 200 mg vitamin C+

50 mg Vitamin E va bd Vincarutin, vién nang ctrng 20 mg vincamine + 40 mg rutin

+ Pé nghi cho tham chiéu theo DPTO hay Han Quéc hodc ¢ quy dinh riéng doi

voi YeU cau vé dir liéu an toan, hiéu qua doi voi cac thuoc thuoc nhom nay



THUOC DUQC LIEU

<Piéu 18 TT 08/2022 dwgc mién dir liéu 1am sang véi thude dwore liéu
2. Thube duge liéu khong yéu cau phai nop dir liéu 1am sang theo quy dinh
tai khoan 1 Piéu nay néu dap irng mot trong cac di€u kién sau:

a) Thudc duoc liéu c6 cung thanh phan, khéi luong duoc liéu, chi dinh,
duong dung, dang bao ché véi mot thuoc duogc liéu khac da duogc cap gidy ding
ky luu hanh (bao gdm ca truong hop glay dang ky luu hanh da hét hiéu luc) trir
cac thude di duoc xac dinh 1a thude co truyén va khong co chi dinh déi véi céc
bénh thudéc Danh muc bénh do Bo truong B Y té ban hanh theo quy dinh tai diém
b khoan 1 Diéu 89 Luat Dugc;

b) Trudong hop thude duge lidu cé cung thanh phan, khoi luong dugc liéu,
chi dinh, dudng dung, dang bao ché véi mot thudc duoc liéu méi duge cap phép
lwu hanh tai Viét Nam trén co sé c6 day du dit liéu 1am sang theo quy dinh tai
khoan 1 Piéu nay va khong co thém chi dinh d6i voi cac bénh thuéc Danh muc
bénh do B0 truong BO Y té ban hanh theo quy dinh tai diém b khoan 1 Piéu 89
Luat Dugc thi dugc xem xét cap phép luu hanh khi thudc dugce liéu khac d6 da
duoc cap phép luu hanh, gia han véi hiéu luc gidy ddng ky luu hanh 05 nim.



<+ Khong/chwa dwge cap GPKLH do “bat chwée” khong ding thudc da dwore
cap GPDKLH:

« Khong dung ty 1€ duoc li¢u/cao duoc liéu

« Khong dtng dang bao ché

e Khéac chi dinh, khac liéu luong

% Khong/chwa dwge cap GPKLH do KHONG cap nhit tiéu chuan DL/Thudc
theo phién ban DD méi nhat:

* Vi du theo DBDVN V Cao dac Actiso phai BPLHL cynarin, Cao dac Diép ha chau
dang phai DPLHL Phyllanthin, Cao dic Pinh lang phai DPLHL acid oleanolic, Cao
dic Ich mau phai PLHL stachydrin HCI, Cao kh6é ché day phai DPLHL
dihydromyricetin va myricetin, Cao khd Huyét giac phai DPLHL loureirin, Cao
kho 14 Bach qua phai DPLHL flavonol glycoside toan phan

- Vi du DPTQ, EP ...



<+ Khong/chwa dwege cap GPKLH do c6 chi dinh khac véi tai liéu tham chiéu:

e Vi du thudc xin PKLH: Dd udng diép ha chau dang

- DL diép ha chau dang (Herba Phyllatthin amari) cé trong DDVN V

- Thanh phan: 19 ml thudc chira 0,5 g cao dic diép ha chau diang (twong duong 5 g
diép ha chau dang)

- CONg nang chu tri th,eo DBVNV: j‘iéu doc, S,él'[ tr}]ng, thong hu,yét loi tiéu. Chu tri
VIEm gan, vang C,Ia, s{)t, dau mat, ti€u ti€n bi, rac, tac stra, kKinh bé, hodac mun nhot, 16
ngra ngoai da, ran can.

- KHAC téac dung t,heo DDVN V: Phong va ho tro diéuvtri VIém gan vius, Viém gan B.
HD Y/C: Cung cap minh ching cho chi dinh nay HOAC bo chi dinh nay?

« VNBF Xuyén tam lién: dé nghi cong ty ra soat, chinh stra lai chi dinh cua san pham
theo ding cac noi dung da ghi trong DDVN V (ban bo sung). HD Y/C: Bo chi dinh
dicu tri Virus hoac cung cap ho so lam sang cho chi dinh nay



< Khong/chwa dwoc cap GPKLH do NHAM dwoc lidu:

- Vi du st dung diép ha chau NHU' diép ha chau dang, trong khi:

* Diép ha chau (Herba Phyllanthi urinariae): Cong nang chu tri theo DBVN V
“Tiéu doc, sat trng, tiéu viém, tan «, thong huyét. Chu tri Viém hong, mun nhot,
viém da than kinh, cham, hau san & huyét dau bung”. Chuan ho4 theo “Chat chiét
trong duoc lieu ko <7%|”

» Diép ha chau dang (Herba Phyllatthin amari): Cong ning chu tri theo DDVNV
“Tiéu doc, sat tring, thong huyét loi tiéu. Chu tri viém gan, vang da, sot, dau mat,
tiéu tién bi, rac, tac stta, kinh bé, hodc mun nhot, 16 nglra hgoai da, ran can.”
Chuan hoa theo HL Phyllanthin ko<0,5%).

- DL ¢6 dudi loai KHAC nhau nén s& khac thanh phan hoat chat va khac tac dung.

- Thude duoc liéu BAT BUOC gin tén duoc liéu véi tén khoa hoc (Latin)




< Khong/chwa dwoe cap GPKLH do viét sai tén Latin ciia DL hoiic cao DL:
- Duoc liéu khong ghi tén Latin

* Vi du cao long Kim tién thao: 40 g kim tién thao cho 89 ml thudc. Phai bo sung
tén Latin ctia Kim tién thao (Herba Desmodii styracifolii)

- Cao duoc liéu c0 thé 1a cao long, cao dic hoic cao khod

« Cao kho la Bach qua (Ginkgo Biloba Extract — Sai): (Extractum (Folii)
Ginkgonis bilobae Siccum — DPung).

« Cao dic ré Pinh ling - Phai bo sung tén Latin: Extractum Radicis Polysciasis
spissum

» Cao long TO moc - Phai bo sung tén Latin: Extractum Ligni Sappan Fluidum
» Bot Bim bim biéc - Phai bo sung tén Latin: Pulveres Seminis Pharbitidis



< Khong/chwa dwge cap GPKLH do céng bé khong ding nguon goc cia ta
dwoc st dung trong san xuat thuoc:

* Vi du ho so DK ghi bot talc va Aerosil caa Cong ty TNHH A.

- Hién nay trong nudc chua co co sé nao SX duoc td dugc bot talc, cling nhu
Aerosil.

- C6 1& don vi xin ding ky dd nham 1an gitra NSX ta dugc véi co so cung tng ta
duoc

- HP dé nghi don vi PK thuoc cung cap lai ho so phap Iy ctia co sd san xuat bot
talc va Aerosil, ciing nhu tiéu chuan chat luong ctia bot talc va Aerosil.



THUOC CO TRUYEN:
<% DPé dugce cap GPKLH c4c thudc co truyén mudn dwoe mién thir [Am sang phai co
XXCT nhu ghi trong Biéu 7 trong TT 21- 2018/BYT va Diéu 7 stra doi trong TT
39-2021/BYT:

+ Co6 phuong (cé trong cac sach vé thudce cb truyén, trong DDVN, TQ, Nhat)

+ Co6 phuong gia giam c0 tai liéu, dir liéu chirmg minh phd hop ...

+ Bai thuoc gia truyén dugc cap giay chimg nhan ...

+ Thudc co truyén da duge mién thir IAm sang co thay doi dang bao ché nhung
KHONG thay doi thanh phan, ham luong, tc dung, chi dinh, duong dung, liéu luong

+ L4 san pham cua dé tai KHCN cap tinh va tuong duong tro 1én, c6 NC tac dung
duoc ly, doc tinh cap, doc tinh ban truong dién, o tac dung chi dinh rd rang..



% Nhiéu thuoc co truyén xin PKLH KHONG chirng minh dwoc XXCT:

* Vi du thuoc xin PKLH: Mdi vién nang cung “Hoat huyét dudng ndo0” c6 chua:
Cao dic hon hop A 275,5mg (twong duong voi luong dugce liéu gom: Puong quy
342,5mg; Xuyén khung 342,5mg; Chi xac 140mg; Sai ho 140mg).

Cao dic hon hop B 222,5mg (twong duong véi luong duoc liéu gom: Hong hoa
140mg; Sinh dia 187,5mg; Nguu tat 187,5mg; Cam thao 187,5mg; Xich thuoc
187,5mg).

Cao khd 14 bach qua 7,5 mg (twong duong khéng dudi 1,8mg Flavonoid toan phan)
+ Cach ghi CT cho 1 vién nang: bung Y/C

+ Cung cap XXCT?

+ Chuyén gia DCT c0 y kién: Nguu tat s& dan xuong dudi, khong 18n néo

+ Cach viét thanh phan cta thudc: Phai viét “moi vién nang cting cho chta ...”



< Nhiéu thudc co truyén xin PKLH c0 chi dinh khong ding XXCT:
» Thudc xin BDK: Vién nang ctmg “An than b6 tam”, c6 XXCT la DPVN V

- Chi dinh KHONG theo noi dung ghi trong DDVN V

- Y@u cau sira chi dinh theo dting XXCT

» Thudc xin PK: Vién nang ctmg ‘Trir phong thap”, c6 XXCT bai Quyén tir thang:
- Chi dinh qu& murc tac dung ctia bai thudc “Diéu tri sung dau do sang chan”

- Y&u cau b chi dinh nay hodc cung cap két qua 1am sang cho cchi dinh do

» Thudc xin PKLH: Mbi vién nang cung chtra: Com Sinh mach giao 0,345g (géom

100 mg cao kho hén hop duoc lidu twong duwong voi: Hong sam 0,13g, Mach
mon 0,669, Ngii vi tir 0,33g va bot Hong sam 0,29), co0 XXXT:

- Chi dinh khodng dtng: "Suy nhuoc than Kinh" lai ¢6 duogc liéu Nhan sam? Chi
dinh "ho ra mau" nhung khong co duoc liéu nao trong cong thirc co tac dung nay.

- Cung cap két qua thtr nghiém 1am sang cho cac chi dinh nay



% Thudc c6 truyén xin PKLH c6 chi dinh khong ding XXCT:

e Thudc xin PKLH I3 vién nang mém chtra; Cao khd hon hop 12:1 (twong duong
véi Cau ky tir 870mg; Tho ty tir 870mg; Ngii vi t&r 109mg; Xa tién tir 217mg;
Phuc bon tir 435mg) 208mg. XXCT la bai “Ngii tir dién tong hoan”

_ Chi dinh KHONG theo ding nhu XXCT, c6 thém chi dinh "liét dwong, rau téc
bac sém

- B6 chi dinh nay hoic cung cap két qua LS cho chi dinh nay

» Thuoc xin DPKLH la vién nang ctmg “Trang duong bo than”. Thudc DKL:

- Tang cudng testsoteron, tc bac sém, mat ngu, phuc hdi chimg ning ciua nam
g101

- B6 chi dinh nay hoic cung cap két qua LS cho chi dinh nay



< QTSX thudc o truyéen KHONG hop Iy:

* Vi du thuoc xin DK: Vién nang ctng “Kim ngan hiép luc”

- XXCT: DPVN V bai hoan ngan kiéu giai doc

- QTSX DL chuyén thanh cao khd DL, thém ta dugc, dong nang

- QTSX khong tuan tha theo quy trinh ché bién DL duoc ghi trong DDVN V, tat ca
duoc liéu cho vao sac, r6i ¢d thanh cao khé.

- QTSX di lam mat tinh dau tir bac ha va kinh gidi va cac thanh phan bay hoi khac
tu DL.

Vay lam thé nao dé giir duoc cac tinh dau trong thudc thanh pham?

* Pho bién 1a KHONG tun thu dung quy trinh ché bién cac duoc liéu thanh phan
theo co truyén va theo XXCT, nhat & khi chuyén dang bao ché tir vién hoan sang
Vvién nén, vién nang ...



< Céach ghi cong thirc bao ché thuoc khong ding:

Thuodc xin PKLH “Cao long B6 ty””: Cao 1ong hon hop dugce liéu 74 ml (twong tGng
véi cac duoc liéu: Pang sam 18g; Bach truat 18g; Lién nhuc 4,8g; Cat canh 14,4q;
Cam thao 7,2g; Sa nhan 4,8g; Tran bi 4,8g; Phuc linh 12g; Mach nha 12g; Long nhan
7,20; St quan tir 4,8g; Ban ha nam 4,8q)

DK hinh thirc dong goi c6: Hop 1 chai 60ml; Hop 1 chai 100ml; Hop 1 chai 120ml;
Hop 1 chai 150ml; Hop 1 chai 200ml

- Cong thirc trén KHONG phu hop cho bat ky hinh thitc dong go6i nao & trén
- Ghi thé nao cho diung?



< Viét cong thire thudce co truyén xin GPKLH khong hop Iy:

 GOi 3 g com chtra dugc liéu tuong duong véi: Hoang dang 400mg; Moc huong
350mg; Bach linh 350mg; Sa nhan 350mg; Bach thuoc 350mg; Tran bi 250mg:
Pang sam 733mg; Bach truat 650mg; Hoang lién 540mg; Hoai son 420mg; Cam
thao 400mg.

Viét nhu thé nao?

 Moi Vién nén bao phim chira dugc liéu tuong duong voi: Pang sdm 733mg; Bach
truat 650mg; Hoang lién 540mg; Hoai son 420mg; Hoang dang 400mg; Cam thao
400mg; Moc huong 350mg; Bach linh 350mg; Sa nhan 350mg; Bach thuoc
350mg; Tran bi 250mg.

Viét nhu thé nao?



VAC XIN, SINH PHAM
» Tuén thu theo diéu 13, TT 08-2022/BYT
- Moi vac xin, sinh pham mu6n dwoc cap méi GPKLH phai c6 day du dit ligu 1am sang
ve an toan hiéu qua, trir probiotic
- Cé4c sinh pham da duoc cap GPKLH trude day xem xét nhu thude hod dugce, nay xin

gia han:

+ Néu ho so xin GPKLH truéc day di ¢ day du ho so 1am sang thi s& duoc GIA HAN
(GH) hiéu lyc 5 nam.
+ Néu ho so xin GPKLH truoe day ,Chu:a co ﬁéy du ho so 1am sang thi s& duoc GH
hi¢u lyc 3 nam va sau d6 muon GH tiép phai boé sung HSLS
- Vo1 probiotic:
+ Phai ¢ thude tham chiéu duoc cap phép luu hanh tai cac nude SRA tuong tu nhu
thudc hoa duoc sé duoc cap mdi hoac duge GH hiéu luc 5 nam.

+ Khong cap mdi probiotic khéng co thude tham chiéu. Néu GH dugc gia han hiéu luc
3 nam sau do6 khong GH tiép, mudn GH tiép phai c6 HSLS



CAM ON SU CHU Y CUA CAC PONG NGHIEP

Céc van dé lién quan cap GPKLH c0 thé trao doi qua email
hoayen09@gmail.com
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