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99 .64 % cua su tinh khiét

| Doc t6 Botulinum ¢d do tinh khiét dac biét; 99,6377%

].OO % ho sd protein giong hét vai
phiuc hdp doc toé botulinum ban dau

| Cau trlc protein hoan chinh bao gdm NTNH, BoNT-HC,
BONT-LC, mét HA50, ba tiéu don vi HA33,
ba HA20 va HA17.

7.5 Nhiéu nam ching minh an toan

| 2 nam phat trién, 24 tuan thi nghiém trén dong vat,
5 nam tich lly dif liéu lam sang

6 Hiéu qua dudc ching minh lam
sang trong nhiéu thang

I ThGi gian hiéu qua toi thiéu la 6 thang da dudc xac
minh thong qua cac thu nghiém lam sang.




900kDa Khu phtic hdp hoan chinh

ctia Botulinum Toxin loai A

PuriTox" Chat doc than kinh

BoNT-LC

(Chudi ning) (Chudi anh séng)
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Thu thé - Mién lién két Mién chuyén vi Mién xlic tac

Tat ca cac protein chinh

cua phuc hdp doc to Botulinum loai A dudc phat hién on dinh trong Két qua trang SDS
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Nghién ctfu Nghién ctiu

Su tinh khiét Puri Tox da dudc xac dinh

3 99 .63 770/ O véibang phan tich SEC-HPCL
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Theo dién cd d6 & chudt,
Puri Tox™ ¢6 tac dung Uc ché su truyén tin hiéu dién cua té bao than

Equivalent

doi vdi cac san pham dat tiéu chuan thé gidi.

Compound muscle action potential (CMAP)
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# The absolute amplitude (mV) values shown in the graphs may vary depending

on the measurement method and the muscle region selected by the testing institution.
Therefore, please focus on relative differences within each graph rather than comparing
absolute values across different studies.

— PuriTox', 36U/head



Panh gia thé tich co

Trong chup MRI dé danh gia thé tich cd & chuét,
Puri Tox™ da cho thay hoat dong cua no thic day giam thé tich cd tudng
dudng vdi Brand A.
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Thay doi & cd gastrocnemius bén cda chan phai

Cont.

Brand A

Puri Tox

(Kich thu'dc cd gastrocnemius ngoai cua chan phai, toan bo cd chan va bap
chan dudc do bang MRI trddc va sau 4, 8, 12 va 24 tuan tiem.)

Thay d6i toan bd vung cd
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Puri Tox da ching minh dudc hiéu qua
va tadc dung phu hop vdi tiéu chuan thé
gidi trong viéc giam toan bd dién tich ca.

Puri Tox' ciing cho thay hiéu qua tudng
dudng trong viéc giam dién tich bap
chén, dat tiéu chuan thé gidi.




Nghién ctfu phi lam sang

Kiém dinh tinh khong kém hdn vé “su cai thién nép nhan gilia hai long may
& mufc cau may t6i da dudc danh gia bdi danh gia tai cho cua Nghién cliu
vién sau 4 tuan dung thudc so vdi ban dau”

cho thay s6 déi tugng co su cai thién chiém 78,83% (108/137) trong nhém
nghién cfu trong khi 83,09% (113/136) trong nhém Brand A, khong co su
khac biét c6 y nghia thong ké gilta hai nhom (p = 0,3706).

Do d6, nhodm nghién clfu khéng kém hon nhom ddi ching.

Giai doan Puri Tox Brand A Remark
dweek 78%(108/137) 83%(113/136) (p=0.3706)
8week 66%6(89/134) 66%(89/135) (p=0.9320)

Cac nghién cttu phi lam sang vé Puri Tox" da dudc tién hanh trén chudt,
chudt cong, tho va khi

Category Study Title of Study
Single-Dose Toxicity Study An Intramuscular Single-Dose Toxicity Study
in Rodents in Rats
Repeated-Dose Toxicity A 4-week Intramuscular Repeated-Dose Tocixity
Study in Rodents Study in Rats with a 4-week Recovery Period
Single-Dose Toxicity Study An Intramuscular Single-Dose Toxicity Study
in Non-Rodents in Monkeys.

- A 29-Day Intramuscular Repeated-Dose Tocixity
Repeat?g;llﬁlgfag?;gﬁg Study Study in Monkeys with a 28-Day Recovery Period
(Include ECG JET Monitoring)

Toxicity Study Reproductive Toxicity:
An Intramuscular Preliminary Embryo-Fetal
Developmental Study in Rats

Reproductive Toxicity Study
in Rodents Reproductive Toxicity:
An Intramuscular Embryo-Fetal Developmental
Study in Rats
_ . Reproductive Toxicity:
Reproductive Toxicity Study An Intramuscular Preliminary Embryo-Fetal
Developmental Study in Rabbits
_ Reproductive Toxicity:
in Non-Rodents An Intramuscular Embryo-Fetal Developmental

Study in Rabbits

Central Nervous System Safety A Study of Effects on Body Temperature and

Pharmacology Study Systemic Activity in Mice
Safety Resp
piratory System Safety
Fhargl JEE'GEF Pharmacology Study NERG Ay
Cardiovascular System A Study of Effects on Respiratory Rate and
Safety Pharmacology Study Tidal Volume in Rats
Pharmacodynamics i A 24-week Efficacy Study with Comparator Botox

Study Stability and Efficacy Study RS
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Puri Tox" Puri Tox"

Puri Tox F_l_._ll'iTﬂl 200
i o O :!'-"J:lll-tl-::ld';'lh TYPEd UNITS
e 1Vial

Puri Tox 100 UNITS Puri Tox 200 UNITS

I Thanh phan chinh  Clostridium Botulinum Toxin Type A
| Phu gia Albumin, Sodium chloride

I Vé bé ngoai Chat khé mau trang hodc vang nhat trong lo
trong sudt, khong mau. Khi hoa tan trong
nudc mudi, dung dich trong suét,
khéng mau.

| Bao quan Poéng kin thung chifa, bao
quan lanh (2~8°C)

I Han st dung 36 thang

| Pic diém HJp chat c6 trong ludng phan tir 900 kDa



Vi tri tiém pho bién

dé [am mad nép nhan

® NU CUGIXUONG

Poc t6 Botulinum co thé dudc
st dung dé lam suy yéu cac cd
kéo miéng xudng

® NU CUCI KEO DEO

Poc td Botulinum co thé dudc
st dung dé lam giam su xuat
hién ctia nu cudi hd lgi, do la
khi qua nhiéu nudu 6 ra

khi cudi.

® NEN TRAN

Tao hinh trén tran
khi ban nhudng may

® LUm déng tién cam

Poc to Botulinum cé thé dugc
st dung dé diéu tri tinh trang
|6m & cam do cd hoat dong
qua muc

® COBAP

Ddc t6 Botulinum co thé dudc

qua nhiéu ap luc

st dung dé ngan cd nhai tao ra

® NEP NHAN cO MAT

Tao thanh gitia hai
l6ng may khi ban
cau may

® Dia mii
Tao hinh & bén mii
khi ban nhan mat

® DUONG MOI

Tao thanh xung quanh
moi khi ban mim
hoac chu moi

LONG MAY

Khi long may cta ban
can dudc nang lén
mot chut

® CHAN VONG

Tao khéi xung quanh
mat khi ban cudi



Cac vi tri tiém trén co thé

dé tao dudng nét tham my

Phan trén cua cd thang

Tiém PuriTox® vao cd thang trén gitip giam tinh trang nang vai
qua muc va cai thién tu thé thang hang, mang lai lgi ich bo
sung cho viéc dinh hinh cg thé.

Cd Delta ngoai
DPau ngoai cua cd tam dau canh tay

Tiém PuriTox® vao cd Deltoid bén va dau ngoai cua cd tam dau
canh tay lam giam thé tich phan than trén va cai thién vé ngoai
do s6 cua dudng vién vai-canh tay.

Right upper limb

Cd bung chan

Tiém PuriTox® vao cd Gastrocnemius gidp giam phi
dai cd bap chan qua mdc va cai thién dé min mang
cta dudng vién chan.

Le |.. lower | imb

% PuriTox® cling 6 thé dudc stf dung cho nhiéu nhém ca khac nhau nham muc dich tao dudng nét,
giam phi dai khong can xting, va diéu tri bang cach diéu chinh hoat dong cd bat thudng. Viéc st dung
san pham nay can dudc danh gia [am sang k¥ luGng va tu van cho bénh nhan vé cac tac dung phu
tiem an, theo danh gia cta cac chuyén gia co6 trinh do.

10p



Piéu tri chliing tang tiét mo hoi

cho nach vdi ban d6 vung

Lap ban d6 vung tang tiét mo
hoi bang xét nghiém tinh bot-iot

1

Lam sach va lau kho nach that ki va hoan toan.

2

Thoa toan b vung da dudi canh tay bang dung dich iot
hoac povidone-iodine, hodc bang tam bong hodc que tam
bong Betadine® da dudc lam am trudc.

3

ABéE dung dich khé.
Qua trinh nay sé mat khoang vai giday dén 1 phut.

4
Rac déu va nhe nhang bot tinh bot min [én toan bd vi tri.
Bat ky loai bot bap nao co ban trén thi truéng cling da.

Lau sach bat ky phan thia nao.

11p



Sy hién dién cia mo héi sé lam cho hon hgp chuyén sang
mau xanh tim dam, gitp dé dang nhan biét vi tri d6 mo hoi.
Chd khodng 1 dén 2 phut dé phan Ung xay ra.

7

Phac thao hodc khoanh tron viing d6é mo hoi qua nhiéu bang
but danh dau phau thudt hodc but vé da. Vung nay cé thé xuat
hién dudi dang mot hinh tron hodc hinh bau duc, hoac cé thé
xuat hién dudi dang nhiéu vung, chang han nhu "dao".

8

Lam sach phan tinh bot va dung dich i6t con thufa.

9

SU dung but danh dau phau thuat hodc but vé da dé xac

dinh cac vi tri trong viing dé mo hoi cach nhau 0,5 cm.

Cac vi tri nén dudc dat so le thay vi thang hang. Vi Puri Tox
khuéch tan dudi da dén dudng kinh khoang 0,5 cm, nén bac si
khuy&n cdo nén tiém tai cac vi tri cach nhau 0,5 cm dé dam bao
vung diéu tri dudc bao phu va diéu tri lién tuc. Ky thuat nay gitp
han ché bat ky viing nao khéng cé tac dung.

10
Chuan bi khu vuc bang dung dich khang khuan.

Hudng dan tiém sau khi lap ban do

Liéu khuyén cao 50 U /Nach

Cach pha thuéc 100U /4 mL dung dich mudi
Mat phang tiém tiém trong da

Kim tiém 30 Khuyén nghi do ludng

Goc tiem 10~ 30°

Khoang cach tiém 1.5 cm dudng kinh

Vi tri tiém Thong thudng 12 ~ 15 moi nach
Do khuéch tan 2 cm dudng kinh

Ky thuat Tiém cham, duy tri gbc

| Tranh choc thing truc tiép vao vét muc (nguy co dé lai sac t6 vinh vién).

| Bécsinén lay mot ndt san rd rang dé xac nhan vi tri tiém ndi bi chinh xac.
| Gill chdt dé cdm mau.

|

Co thé ap dung phac do diéu tri tudng tu cho long ban tay, long ban chén va cac
vung khac co tuyén mo héi hoat dong qua muc.

12p
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[ THANH PHAN ]

Clostridium Botulinum Toxin Type A
Human Serum Albumin
Sodium Chloride

[ BAO BI ]
100 Units / 1Vial / 1 Box
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CLOSTRIDIUM
BOTULINUM TOXIN TYPE A

[ THANH PHAN ]

Clostridium Botulinum Toxin Type A
Human Serum Albumin
Sodium Chloride

[ BAO BI ]
200 Units / 1Vial / 1 Box

100 Units
0.5mg
0.9mg

200 Units
1.0mg
1.8mg
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