Rx Thuéc nay chi ding theo don thube

Statripsine

Tén thubc

Statripsine .. .

Céc dédu hiéu lwu y va khuyén cao khi dung thude

DE xa tam tay tré em

Doc k§ huéng dan st dung trueée khidung

Thanh phén cong thirc thudc

Thanh phan hoat chat: %
AlphaChymOLTYDSING ... cuioivcovivssceossigsaatatwaiastls i 4,2 mg
(twong dwong alphachymotrypsine 21 macrokatal)

Thanh phan té duoc:

Compressible sugar, bot mui bac ha, aspartam, magnesi
stearat.

‘Dang bao ché

Vién nén.

Vién nén tron, mau tréng, hai mét bang, tron.

Chidinh

Didu tri phiiné sau chén thwong, phau thuat, béng:

Céch dung, Iiéu dung

Cach dung-

Statripsine duc/c dung uéng hoéc ngam dudi ludi.

Liéu dung

Udng (vién 21 mlcrokatal) 2 vién/lan, ngay 3 - 4 lan, udng
khdéng nhai.

Ngam duéi ludi: 4 - 6 wén/ngéy

Chdng chi dinh

Di (rng v@i cac thanh phan cla thudc.

Alphachymotrypsine chdng chi dinh véi bénh nhan giam
alpha-1 antitrypsin. Nhin chung, nhitng bénh nhan bi phéi
tdc ngh&n mén tinh (COPD), d&c biét 1a khi phé thiing, va
nhitng bénh nhan bi hdi chirng than hw la cac nhém d6i
twrong c6 nguy co giam alpha-1 antitrypsin.

‘Canh bao va than trong khi diing thuéc
Alphachymotrypsine' nhin' chung' duwgc dung nap tot va
khong gay tac dung phu dang ké.

..Nhirng bénh nhan khéng nén diu tri bAng enzym bao gom

nhitng nguoi b rdi loan déng mau cé di truyén goi la bénh
wa chdy mau, nhitng nguoi bi roi loan déng mau khéng co
yéu t6 di truy&n, nhi*ng ngudi vira trai qua hoc sap trai qua
ph&u thuat, nhitng ngudi dung liéu phép trj liéu khang déng,
nhirng ngudi bj dj trng v&i cac protein, phu nir cé thai hode
dang nubi con béng si*a me, bénh nhan bi loét da day.
Statripsine chira aspartam. Aspartam la ngudn tao ra
phenylalanine, c6 thé gay hai cho bénh nhan bi_bénh
phenylketon niéu (PKU), mdt r6i loan di truyén hi€ém gap gay
tich Ity phenylalanine do co thé khéng thé dao thai thich hop.
St dung thudc cho phu ni¥ c6 thai va cho con b
Khdng nén str dung alphachymotrypsme cho phu'né dang

' mang thai va cho con bu.
10.

Anh hwéng cua thudc 1én kha nang-lai xe, van hanh
may méc

Chura c6 tai ligu: 3 !

Twong tac, twong ky ciia thu6c ! I
Twong tac cua thuée

Alphachymotrypsine thudng dung phdi-hep voi cac thude
dang enzym khac dé gia tang hiéu qua didu tri. Thém vao dé,
ché do @n udng:can déi'hoac str dung vitamin va bd.sung
mudi khoéng 'dwoc khuyén céo dé gia tang hoat tinh
alphachymotrypsine. ]
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MGt vai loai hat nhw hat dau jojoba (&:M§), hat.dau nanh
dai cé6 chra nhiéu loai protein trc ché hoat tinh cla
alphachymotrypsine. C4c loai protein nay c6 thé bi bat
hoat khi dun soi.

Khéng nén s dung alphachymotrypsine v&i acetylcystein,
mot thudc ding dé 1am tan dam & phéi. Khdng nén phdi hqp
alphachymotrypsme véi thu6c khéng “dong (mau lodng) vi
lam gia tang hiéu lwc cla chung_

Twong ky cua thude '

Do khéng c6 cac nghién ctru vé tinh:tweng ky clia thudc,
khong tron Ian thubc nay véi cac thudec khéc.

Téac dung khéng mong mudn cua thudc

Khong c6 bét ky tac dung khéng mong mudn lau dai nao-do
strdung alphachymotrypsine ngoai trir cAC d6i twong da néu
trong muc than trong.

Nhigu nghién ctru chi ra rdng & ligu thudrng dung cac enzym
khong duec phat hién trong méu sau 24 - 48 gid. Cac tac
dung phu tam th&i c6 thé thdy (nhwng bién mét khi-ngwng
didu trj ho&c giam liduy thay d6i mau séc, d:rénva mui cia
phan. M6t vai tredng hop déc biét céthé birsiloan tiéu héa
nhw day hoi, nang bung, tiéu chay, tao bén hodc budn nén.
Véi ligu cao, phan trng di (’ng nhe nhw doé da co 'thé Xay ra.
Qua4 liéu va cach xu tri

Chura c6 tai liéu. :

Péc tinh dwoe Iwe hoc

Nhém duwgc ly: Thude khéc vé huyét hoc; Céc enzym.

Mé& ATC: BO6AAD4.

Alphachymotrypsiné 1a enzym duoc didu ché bang cach
hoat *héa’ chymotrypsinogen, - chiét xudt tir tuy bo.
Alphachymotrypsine & enzym thly phan protein c6 tac
dung xtc tac chon loc d6i voi cac lién két peptid & lién k&
céc acid amin ¢, nhan thom,

Alphachymotrypsme duoc st dung nham glém viém ya phu
md mém do-&p Xe va loét, hodc do chén thuong va nhdm
gilip 1am 16ng céac dich tiét dudng hd hép tréné ngudi bénh
hen, viém phé& quan, cac bénh phdi va viém xoang.

Pic tinh dwoc dong hoc

Chua c6 tai ligu.

Quy céch déng goéi

Hop 2 vi x 10 vién.

HOp 5.vix 10 vién.

Piéu kién bao quan, han ding, tiéu chudn chﬂt lwong
cthathudc

17.1.Diéu kién bao quan

Bao quan trong bao bi kin, noi khé, tranh &nh’'sang va
tranh &m. Nhiét d6 khong qua 25°C.

17.2.Han dung

36 thang ké tir ngay san xuat.

17.3.Tiéu chuén chét lwong

18.

DDVN.
Tén, dia chiclia co’ s& san xudt thubc
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Statripsine

Name of the medicinal product

Statripsine :

Special notice and recommendation

Keep out of reach of children

Read the package insert carefully before use

Qualitative and quantitative composition

Active ingredient:

Alphachymotrypsine .. i it didve i s ide e 4.2 mg
(as alphachymotrypsine 21 microkatals)

Excipient ingredients:

Compressible sugar, mint flavor, aspartame, magnesium
stearate.

Pharmaceutical form

Tablet.

White, round tablet, flat'and plain on both sides.
Indications
. Treatment of post-traumatic, post-operative oedema, burn.
Administration and dosage

Administration

Statripsine is administered orally or subllngually

Dosage

Orally (21 microkatals/tablet): 2 tablets once, 3 - 4 times daily,
not chew.

Sublingually: 4 - 6 tablets daily.

Contraindications

Allergic to any components of the product.

.~ Alphachymotrypsine is contraindicated in patients. with

decreased- alpha-1. antitrypsine.  Generally, patients, with
COPD, espec:a.lly emphysema and patients presenting with
nephrotic syndrome are also likely candidates for decreased
alpha-1 antitrypsine.

Special warnings and precautions for use
Alphachymotrypsine is- generally ‘well tolerated' and not
associated with any significant side effects.

<People who should not use enzyme therapy include those

with hereditary clotting disorders such as hemophilia, those

suffering from coagulation disturbances, those who are just

about to or have undergone surgery, those on anticoagulant

therapy, anyone suffering from protein allergies, and

pregnant women or those breast-feeding, patients have

stomach ulcers.

Statripsine contains aspartame. Aspartame is a source of

phenylalanine. It may be harmful if you have phenylketonuria

(PKU), a rare genetic disorder in which phenylalanine builds
up because the body cannot remove it properly:

Pregnancy and lactation

Alphachymotrypsine should not be used for pregnant and

breast-feeding women. i

Effects on ability to drive and use machines

No data is available. ‘ :

Interactions and incompatibilities with other drugs ~

Drug interactions

Alphachymotrypsine is most often used in combination with

other enzymes to enhance its treatment potential. In

addition, a well-balanced diet or the use of vitamin and

mineral  supplements is recommended to stimulate

alphachymotrypsine activity. !
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Some types of seeds, including jojoba (America) and wild
soya seed, have been found to contain proteins that inhibit
the activity of alphachymotrypsine. These proteins can be
inactivated by boiling the seeds.

Alphachymotrypsine should not be used together with
acetylcysteine, a drug used to thin mucus in the lungs. It
should also not be used together with anticoagulant (blood
thinning) drugs, as it increases their effects.

Drug incompatibilities

In the absence of incompatibility studies, this medicinal
product must not be mixed with other medlcmal products.
Adverse reactions

There do not appear to be any long-term side effects from

_alphachymotrypsine therapy if precqutiqns for its use are

followed in precautions.
Studies have shown that at recommended doses enzymes
cannot be detected in blood analysis after 24 - 48 hours.
Temporary side effects that may occur (but that should
disappear when therapy is discontinued or dosage is
reduced) include changes in the color, consistency; and odor
of the stool. Some individuals may experience gastrointestinal
disturbances, such as flatulence, a feeling of “fullness,
diarrhea, constipation, or nausea.

With high does, minor allergic reactions such as reddenlng
of the skin may occur.

Overdosage and management

No data is available. ;

Pharmacodynamic properties

Pharmacotherapeutic group: Other hematological agents;
Enzymes, p :

Bl

" ATC code: BO6AAO4.

Alphachymotrypsine. is an enzyme‘which obtained by the
activation of chymotrypsinogen extracted from ox pancreas.
It is a protease enzyme with, catalytic activity selective for
peptide bonds adjacent to aromatic amine acids.
Alphachymotrypsine is given with the intention of reducing
soft tissue inflammation and oedema from abscesses and
ulcers, or associated with traumatic injuries, and to promote
liquefaction of secretions of the upper respiratory tract in
patients - suffering ' from asthma, bronchitis, ‘pulmonary
diseases and sinusitis.

Pharmacokinetic properties

No data is available.

Packaging

Box of 2 blisters x 10 tablets.

Box of 5 blisters x 10 tablets.

Storage condition, shelf-life, specification

17.1.Storage condition

Store in a well-closed container, in-a dry place protect from
light and moisture. Do not store above 25°C.

17.2.Shelf-life

17.3.Specification W
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36 months from the date of manufactunng
wprenert 981 prewT

Vietnamese Pharmacopoeia.
Name, address of manufacturer
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40 Tu Do Avenue, Vietnam - Singapore Industrial Park,
An Phu Ward, Thuan An, Binh Duong, Vietnam
Tel: (+84 274) 3767 470 Fax: (+84 274) 3767 469



