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X Prescription drug

Alpha MEDI

Alphachymotrypsin 8400 USP unit

Box of Z blisters x

Oral route or sublingual
Box of 2 blisters x 10 tablets

THANH PHAN CHiNH COMPOSITION

Mbi vién nén chifa (Each tablst

Alphachymotrypsin 8400 USP unit Nha san xudt: CONG TY C3 PHAN DUGC PHAM ME DI SUN |

Ta duoc v.d (Excipients q.s).... 1 vién/ 1tablet mEDIQUH 521 An Lgi. Hoa Lyi, Bén Cat, Binh Duung |
DT: (0650) 3589 036 - Fax: (0650) 3589 297 ‘

Alpha MEDI Cl]

Alphachymotrypsin 8400 don vi USP

| | Ubng hoc ngam dudi Iudi MEIQUH
| Hop 2 vi x 10 vién nén

Chi dinh, chéing chi dinh, liu ding, c4ch ding, céc théng Indications, contra-indications, dosage, administration, other v
‘ tin khdc: Xem td hudng dén st dung bén trong hép. inf ion: Please refer to enclosed package insert. ‘
| Bao quén: Noi khd thodng, nhiét d6 dudi 30°C, trénh Storage: In a dry and cool place, below 30°C, protect from

anh séang. direct sunlight.
L l Tiéu chuén: Tiéu chuan co so. Specification: In house. i

96 x 42mm
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Rx Pr(iscnption drug

Alpha MEDI

Alphachymotrypsin 8400 USP unit

Oral route or sublingual
Box of 3 blisters x 10 tablets

T - e
‘ THANH PHAN CHINH COMPOSITION
‘ Méi vién nén chia (Each tablet contains):
Alphachymotrypsin ...8400 USP unit Nha san xuit: CONG TY 3 PHAN DUOC PHAM ME DI SUN
| Ta dugc v.d (Excipients q.s) ....1vién/ 1tablet m‘EDlgUn 521 An Loi, 116a Lai, Bén Cat, Binh Duong
{ DT (0650) 1589 036 - Fax: (0650) 3589 297
2528 Rx Thubc ban theo don
= i 2
Alphachymotrypsin 8400 don vi USP
Udng hodc ngam dudi ludi MEIQUN
Hop 3 vi x 10 vién nén =
Chi dinh, chng chi dinh, liéu duing, c4ch ding, céc théng Indications, contra-indications, dosage, administration, other
/_/ tin khdc: Xem td hudng dén st dung bén trong hop. information: Please refer to enclosed package insert.
_S Bdo qudn: Noi khd thoang, nhiét do dudi 30°C, tranh Storage: In a dry and cool place, below 30°C, protect from
' ( anh sang. direct sunlight.
1 TiBu chuén: Tiéu chuén cd sd. Specification: In house.

Box of 3 blisters x 10 tablets

Alpha MEDI

Alphachymotrypsin 8400 USP unit
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120 x 35 x 50mm

Alphachymotrypsin 8400 USP unit

Oral route or sublingual
Box of 5 blisters x 10 tablets

THANH PHAN CHiNH COMPOSITION | oy eg. oy
Moi vién nén chiia (Each tablet contains): §6 16 SX (Batch No.):
Alphachymotrypsin..........eeeeeeeevreeensns 8400 USP unit Ngay §x (Mfd.):
Ta duoc v.d (Excipients q.s).. ...1 vién/ 1tablet Han ding (Exp.):

Keep out of reach of children.
Read the package insert carefully before use.

Rx Thubc ban theo don

Alpha MEDI

Alphachymotrypsin 8400 don vi USP

Ung hozc ngdm dudi ludi m m IQUI“
Hop 5 vi x 10 vién nén

Indications, contra-indications, dosage, administration, other information:
Please refer to enclosed package insert.

Storage: In a dry and cool place, below 30°C, protect from direct sunlight.
Specification: In house.

Ch dinh, chBng chi dinh, liéu ding, c4ch diing, céc thdng tin khac: Xem 1o
hudng dan st dung bén trong hop.

Bao quan: Noi kho thodng, nhigt do dudi 30°C, trénh anh sang.

Tiu chufn: Tiéu chuén co sa.

N'na san xuat: R
CGNG TY CO PHAN DUOC PHAM ME DI SUN

521 An Lgi. Hoa Loi. Bén Cat, Binh Duong
DT: (0650) 3589 036 - Fax: (0630) 3589 297
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Alphachymotrypsin 8400 USP
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Alpha MEDI

Rx Prescription drug

Alpha MED

Alphachymotrypsin 8400 USP unit

Oral route or sublingual mg ﬂgU”
Box of 10 blisters x 10 tablets »

wwey X 96

Alphachymotrypsin 8400 USP unit

tablets

Box of 10 blisters x 10

O

PS
(84
THANH PHAN CHINH COMPOSITION | oy eq o
= | Mdi vién nén chia (Each tablet contains): 616 SX (Batch No.):
5 | Alphachymotrypsin............. ..8400 USP unit Ngay SX (Mfd.):
Ta duoc v.d (Excipients q.s) ...1vién/ 1tablet Han dung (Exp.):
D
ach of children.
;g | lea ge insert carefully before use.
T
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& Alpha MEDI !

Alphachymotrypsin 8400 don vi USP

g Ugng hodc ngam dudi ludi mgugum
% Hop 10 vix 10 vién nén » / :

\ |
Indications, contra-indications, dosage, administration, other information:

Please refer to enclosed package insert.

Storage: In a dry and cool place, below 30°C, protect from direct sunlight.
Specification: In house.

Chi dinh, chding chf dinh, liu ding, c4ch dling, c4c thdng tin khéc: Xem td
hudng dan st dung bén trong hop.

Bdo quan: Nai khd thoang, nhiét do dudi 30°C, trénh anh sang.

| TiBu chudn: Tiéu chuan cd s6.
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R, Thuéc bdn theo don
ALPHA-MEDI

Thanh phan ciu tao ciia thude:

Ma&i vién nén chura :

Alpha chymotrypsin 8400 don vi USP

Ta dugc: Sucrose, Dextrose khan, Kleptose, Magnesi stearat.

Dang bao ché: Vién nén

Cac dac tinh dwge lwe hoe, dwge dong hoc

Dueoc luc hoc:

Alpha chymotrypsin la mdt enzym phan giai protein, duoc didu ché biang cach hoat héa
chymotrypsinogen chiét xuat tir tuy bo. Alpha chymotrypsin dic biét cét lién két chudi cac acid amin
thom (phenylalanin, tyrosin, tryptophan, methionin, norleucin, norvalin).

Alpha chymotrypsin duoc st dung dé didu tri phtt né do viém, sau chén thuong, sau phiu thut.
Thudc it ¢6 chimg ¢t tac dung chéng viém trong cac viém khéac (viém dudng hd hip, xoang...)

Duoc dong hoc:

Khi dung dudng udng, thube duge phong thich & rudt non

Chua ¢6 dit liéu vé céc thong s6 duoc dong khac.

Quy cach dong goi: Hop 2 vi x 10 vién nén; hop 3 vi x 10 vién nén; hop 5 vi x 10 vién nén; hop
10 vi x 10 vién nén.

Chi dinh

- Chbng phii né sau chan thuong, phiu thuat, bong.

Liéu dung:

Piéu tri sau phu né sau chin thuong, phiu thuat:

Ubng: 1 vién/lan, 3 - 4 1an moi ngay, uong khong nhai hoac ngdm dud6i ludi 2 - 3 vién moi ngay.
Cach dung:

Ubng nguyén vién thudc vdi nhiéu nudce hay dé vién thude tan dan dudi ludi.

Chong chi dinh:

Quéa man voi Alpha chymotrypsin hay bt ky thanh phan nao cua thudc.

Cic trwong hop thin trong khi ding thudc:

Vi kha ning gdy mét dich kinh, nén khong khuyén cédo dung alpha chymotrypsin hiu thuat
duc nhidn mat ¢ ngudi bénh dudi 20 tudi. Khong dung alpha chymotrypsin cho nguoi bénh tang ap
suét dich kinh va c6 vét thuong hd hoac ngudi bénh duc nhan mat bam sinh.

Do trong mdi vién nén c6 chira ta dugc sucrose nén nhimg bénh nhan c6 cac van dé di truyén hiém
gap nhu khong dung nap fructose, kém hap thu glucose — galactose hodc thiéu sucrose — isomaltase
khong nén dung thudc nay.

Phu ni¥ mang thai, cho con bu:

Chua ¢6 bao céo vé anh hudng cua thudc khi st dung cho phu nit ¢6 thai va cho con bi. Nén tranh st
dung hodc chi sir dung khi that su can thiét va c6 su chi dinh ctia bac s§.

Anh hwong khi ldi xe va van hanh mdy méc:

Chua c6 béo céo vé& anh hudng ciia thude khi str dung cho nguoi 1ai xe va van hanh may moéc.
Twong tac ciia thude véi cac thude khac va cic loai twong tac khac:

Chua c6 tuong tac thudc duoc bao cdo




Téc dung khong mong muon:
Tac dung khong mong mudn thuong gip nhét cua alpha chymotrypsin 1a ting nhat thoi nhan 4p do
cac manh vun ddy ching bi tiéu hity 1am tic mang b6 day. Dung trong nhén khoa c6 thé gip phu giac
mac, viém nhe mang bo dao.

Huong din cach xik tri ADR

Chua c6 thude giai doc dic hiéu cho alpha chymotrypsin

Trong truong hop qua lidu hodc tré em uéng nhdm thubc, chuyén ngay bénh nhan dén trung tAm Y té
gan nhat va mang theo toa thudc nay.

DAu hiéu cin lru ¥ va khuyén cdo:
Doc kj huémg dén sir dung trieée khi dimg. Néu cdn biét thém thong tin, xin hoi y kién bac siry
Théng bdo cho bdc s nhitng tdc dung khong mong mudn gép phdi khi sir dung thudc. AqM
Dé thuoc xa tam tay tré em “UN
Thudc nay chi ding theo s ké dom ciia thdy thuéc

Piéu kién bao quin:

Béo quén thubc & noi kho thoang, nhiét do duéi 30°C, tranh 4nh séng.
Han dung cua thudc: 24 thang ké tir ngay san xuét.

Tén, dia chi ciia co sé san xuat:

Cong ty C6 Phan Dwgc Phim ME DI SUN

Dia chi : S6 521, Khu pho An Lgi, Phuong Hoa Loi, Thi xa Bén Cat, Tinh Bl
Moi thdc mdc va thong tin chi tiét, xin lién hé vé sé di¢n thogi 0650 3589036 , Fax: 0650
3589297
Ngay xem xét sira ddi, cAp nhat lai ni dung huwéng din sir dung thude: 05.12.2016



Ry Thuéc ban theo don
TO THONG TIN CHO BENH NHAN (PIL)

ALPHA-MEDI
“Doc kj hieémg dan sir dung trueée khi dimg”
“Pé xa tam tay tré em”
“Thong bdo ngay cho bdc sy hodc dwoc sy nhitng tdc dung khong mong mudn gdp phai khi sir dung
thuoc”
“Thudc nay chi dimg theo sw ké don ciia thdy thuéc”

Thanh phén, ham lwong ciia thude:
Mai vién nén chira :
Alpha chymotrypsin 8400 don vi USP
T4 dugc: Sucrose, Dextrose khan, Kleptose, Magnesi stearat
Mo ta san pham: Vién nén.
Quy cach déng goi: Hop 2 vi x 10 vién nén; hop 3 vi x 10 vién nén; hop 5 vi x 10 vién nén;
hop 10 vi x 10 vién nén.
Thubc dung cho bénh gi:
- Chéng phui né sau chan thuong, phiu thuat, bong.
Nén ding thudc nay nhw thé nao va liéu lwong:
Pidu tri sau phi né sau chan thuong, phiu thut:
Ubng: 1 vién/lan, 3 - 4 1an mdi ngay, ubng khong nhai hozc ngam duéi ludi 2 - 3 vién mbi ngay.
Khi nao khong nén ding thudc nay:
Qua mAn vdi alpha chymotrypsin hay bat ky thanh phan nio ctia thude.
Téac dung khéng mong mudn:

Téc dung khong mong mudn thudong gip nhit ciia alpha chymotrypsin 1 tang nhit
c4ac manh vun day chang bi tiéu hiy lam tac mang b6 day. Dung trong nhadn khoa c6 the gap phu giac
mac, viém nhe mang bo dao. '

Nén tranh ding nhitng thudc hodc thwe pham gi khi dang sir dung thudc nay

Chua c6 tuong tac thude dugc bao céo

Cin lam gi khi mot 1in quén khong ding thude:

Uf)ng ngay 1 lidu khi ban nh¢ ra minh dé quén thudc. Nhung néu thoi gian nhé ra gan lidu ké
tiép (cach 2 gio) thi bo lieu da quén va uong nhu theo thoi gian quy dinh

Cin bio quan thudc nay nhw thé nao:

Bao quan thubc & noi khd, thoang, nhiét do dudi 30°C, trnh nh sng.

Nhitng d4u hiéu va triéu ching khi ding thudc qua lidu:

Chua c6 thude giai doc dic hidu cho alpha chymotrypsin

Trong truong hop qua lidu hodc tré em udng nham thudc, chuyén ngay bénh nhan dén trung tim
Y té gn nhit va mang theo toa thudc nay.

Nhirng diéu cin than trong khi ding thudc nay:

Vi kha nang gay mét dich kinh, nén khong khuyén cdo diung alpha chymotrypsin trong phau
thuét duc nhén mat & nguoi bénh dudi 20 tudi. Khong dung alpha chymotrypsin cho nguoi bénh
tang ap suét dich kinh va c6 vét thwong ho hodc nguoi bénh duc nhan mat bam sinh.




Do trong mdi vién nén c6 chira ta dugc sucrose nén nhitng bénh nhén cé cac van dé di truyén
hiém gap nhu khong dung nap fructose, kém hap thu glucose — galactose hodc thiéu sucrose —
isomaltase khong nén dung thuoc nay.

Phu ni¥ mang thai, cho con bu:

Chua c6 bao cdo vé anh hudng cua thude khi sir dung cho phu nit c6 thai va cho con bu. Nén
tranh str dung hodc chi sir dung khi that sy can thict va c6 su chi dinh ctia bac s¥.

Anh hwéng khi ldi xe va vin hanh mdy moc:

Chua c6 béo céo vé anh hudng cta thude khi sir dung cho ngudi l4i xe va van hanh mérxl

Khi nao cin tham vén bac sy, dwge si: iN

?hih gap phai nhitng tac dung khéng mong mudn khi str dung thudc va khi dung q;%}“\[}e qpy
inh.

“Neéu can thém thong tin xin hoi y kién bdc sy hodc dwgc si”. D< e

Han dung ciia thude: 24 thang ké tir ngay san xuét

Tén, dia chi, biéu twgng (n€u cd) cia co sé san xuat

MEDISUN

Céng ty C§ Phin Duge Phim ME DI SUN R\{
Pia chi : S6 521, Khu phd An Ldi, Phudng Hoa Lgi, Thi xa B&n Cit, Tin[ Biph Duong

Dién thoai : 0650 3589036 Fax: 0650 3589297
Ngay xem xét sira d6i, cAp nhit lai noi dung hwéng din sir dung thube: 05.12.2016
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