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SARANIN

Hop 12 vi x 5 vién nang mém

__Al'g_ inin _H\_v_d_rocio rld_

Sdn xudt tal
CONG TY CO PHAN DUGC VAT TU Y TE HAI DUONG
102 Chi Lang, P. Nguydn Trai, TP. Hal Duong, tinh Hal Duong
DT 0320,3842398 * Fax: 0320.3853848

MAU NHAN SAN PHAM

SARANIN|

Thanh phén:
M3 vién nang mém chira:

L-Arginin hydroclorid ...200 mg
Téa duge: ..........

Chi djnh, chéng chi dinh, cach
dung - Liéu ding va céc théng
tin khéc:

Xem t& huéng dan sir dyng bén
trong hp.

Tiéu chudn 4p dyng: TCCS

DE XA TAM TAY TRE EM.
DOC KY HUONG DAN SU DUNG
TRUOC KHI DUNG,

Bio quan:
Nari khd rao, nhigt dj khdng qua
30°C. tranh sanh sang tryc tiép.

(@ HDPHARMA

Rx Prescription drug only

Jvira da 1 vién,
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Box of 12 Blister x5 Soft Capsules

HAI DUO
102 Chi Lagh

Arginin Hydroclorid
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Composition:
Each capsules contains:
L-Arginin hydroclorid ... 200 mg
Excipients ........ g.s.1 1 capsules.

indleati Cantraindicats

Dosage - Administratio and
other information:

See the package insert inside
Specifications: Manufacturer's

KEEP OUT OF REACH OF CHILDREN.

READ THE ENCLOSED LEAFLET
CAREFULLY BEFORE USE.

Storage:

Store in dry places, at temperature

not exceed 30°C, protected from

light directly.

SDK (Reg.No):

84 16 SX (Lot.No):

NSX (Mig.Date).

HD (Exp.Date):
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HUONG DAN SU DUNG CHO BENH NHAN
1. Tén thudc: SARANIN.
- Poc kj huéng dan sir dung truée khi ding.
- Dé xa tam tay tré em.
- Théng bdo ngay cho bdc sy nhitng tdc dung khéng mong muén gap phai khi sir dung
thuéc.
2. Thanh phan, ham lwgng cia thude:

- Méi vién nang mém chura:

L-Arginin hydroclorid 200 mg

Ta dugec: Dau dau nanh, Dau co, Sap ong trz"mg, Lecithin, Gelatin, | Vira du 1 vién

Glycerin, Titan dioxyd, Dung dich Sorbitol 70%, Vanilin, Nipagin,

Nipasol, Mau Brown HT, Mau Tartrazin.

3. M6 ta san pham:

- Vién nang mém, hinh thuén dai, nira mau niu, nira mau vang, bén trong chira hon dich

thudc mau tring dén hoi vang. ”
4. Quy cach dong goi: ‘

- Hop 12 vi x 5 vién, kém hudng din st dung.

5. Thudc dung cho bénh gi?

/f

- Didu tri hd trg cac rdi loan tiéu hoa.

- B sung dinh dudng: Arginin dugc dung dé bé sung dinh dudng, dé didu tri hodc du
phong thiéu hut, hodc dé phuc hdi sirc khoe trong thoi ki dudng bénh.

6. Nén dung thudc nay nhu thé nao va liéu lwong?

- Diéu tri hd tro céc rdi loan tiéu héa: Ngay udng 3 — 4 lan, mdi lan 5 — 7 vién.

- B sung dinh dudng: Ngay udng 3 lan, mdi 1an 3 - 5 vién. Udng clng vdi thie an hodc
sau khi an.

7. Khi nao khong nén ding thudc nay?

- Qué min véi bét cir thanh phan nao cta thuée.

- Ting amoniac huyét do nhiém acid hitu co trong mau.
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- Ngudi bénh ¢6 rdi loan chu trinh uré do thiéu hut arginase

8. Tac dung khong mong muén:

- Thuong gdp, ADR > 1/100

Hé than kinh trung wong: Té céng, dau déu.

Tiéu hoa: Budn non, non.

Nobi tiét, chuyén hoa: Ting than nhiét.

Khac: Do birng, kich thich tinh mach cuc bd.

- Hiém gap, ADR < 1/1000

Da: Phu né, do, dau.

Huyét hoc: Giam luong tiéu cau.

Mién dich: Phan g phan vé.

- Tan sudt khéng xdc dinh

Tim mach: Giam huyét ap, viém tinh mach.

Tiéu héa: Co cirng co bung va trudng bung & bénh nhéan c6 xo nang.

Noi tiét — chuyén héa: Gay giai phong hormon ting trudng, insulin, glucagon, prolactin.
Tang kali huyét & ngudi c¢6 bénh gan, than, dai thao duong. Giam phospho huyét & bénh
nhan dai thao duong.

Tiét niéu: Tang mirc nito huyét va creatinin huyét thanh.

Huéng dan cach xir tri ADR:

- Phan (g dj tmg thudc, ban d6 va sung ¢ tay va mét giam nhanh sau khi ngimg thudc va
dung diphenhydramin.

9. Nén tranh dung nhirng loai thubce hoic thuc ph:Pim gi khi dang sir dung thube
nay?

- Thudc tranh thu thai udng két hop estrogen va progesteron c6 thé lam tang dap mg ctia
hormon ting trudng va lam giam dap ing cua glucagon va insulin véi arginin.

- Nong dd insulin trong huyét twong sau sy kich thich cua arginin cé thé duge tang lén
bai thude loi tiéu thiazid, xylitol va aminophylin.

- Hai thude xylitol va aminophylin ciing lam giam dap Umg cua glucagon véi arginin,

Dung thoi gian dai sulfonyluré, thudc chira bénh dai thao dudng ubng, c6 thé ngin can
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dap mg cta glucagon trong huyét twong véi arginin. Phenytoin 1am giam dap Ung cua
insulin trong huyét twong véi arginin

10. Can lam gi khi mét 1an quén khong dung thudc?

- Néu quén khéng dung thudc mot 1in, bo qua va dung thudc tiép tuc theo dung lidu
lugng chi dan. Khong dugc gip doi lidu dung sau khi quén thudc mét 1an.

11. Cén bio quén thudc nay nhuw thé nao?

- Dé noi kho réo, nhiét d6 khong qué 30°C, tranh anh séng truc tiép.

12. Nhirng d4u hiéu va triéu chirng khi dung thudc qua lidu?

- Qué liéu: C6 thé do nhiém acid chuyén hoa nhét thai véi chimg thé qua nhanh.

13. Can phai lam gi khi dung thube qua liéu khuyén cao:

- X tri: Mot thude khang histamin thich hop nén c6 sin dé dung trong truong hop phan
trng di ing xay ra.

Tham vin nhin vién y té khi ding thuéc qud liéu khuyén cdo.

14. Nhirng diéu cin than trong khi dung thude nay:

14.1 Céc tinh trang can than trong khi ding thubc

- Khéng ding arginin hydroclorid déi véi bénh nhan c6 co dia di tng. Thudc khing
histamin dwgc dung néu phan tng di (mg xay ra.

- Arginin hydroclorid gdy ting kali huyét de doa sy séng ddi véi bénh nhén suy than vi sy
thai trir kali giam di & cdc bénh nhan nay. Nén dung arginin than trong d6i v6i bénh nhén
6 bénh vé than hodc v6 niéu.

- Péi véi chimg ting amoniac huyét cap tinh, ding lidu cao arginin ¢6 thé gay nhiém acid
chuyén hoa ting clorid huyét, do d6 can theo ddi nong do clorid va bicarbonat trong
huyét trong va c6 thé dung dong thoi mot lugng thich hgp bicarbonat.

- Vi arginin chtra ham lugng cao nito ¢6 thé chuyén héa, nén trude khi ding thudc phai
danh gi4 tic dung nhat thoi d6i véi than cia lugng nito cao.

- Than trong khi dung cho bénh nhan bi roi loan dién giai, bi bénh than hodc bi bi tiéu.

- Khong dung arginin cho bénh nhan sau nhdi méu co tim.

14.2 Céc khuyén céo dung thudc cho phu nir ¢6 thai va cho con bi:
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- Thoi ky mang thai: Khong cé nghién ciru day du va duge kiém chimg tét vé viée dung
arginin ¢ phy nir mang thai nén khong ding thudc nay cho phu nir trong thoi ky mang
thai.
- Thoi ky cho con bu: Khong biét rd arginin c6 duge tiét voi lugng dang ké trong sira
ngudi hay khéng. Can cin nhic giira loi ich cua viée didu tri véi thude va nguy co dbi voi
thai dé quyét dinh viéc dung thudc va ngimg cho con bu.

Tham khdo y kién bdc sy trwéc khi ding, chi ding khi thit sw can thiét.
14.3 Anh hwéng ciia thude d6i véi cong viée (nguwoi van hanh may méc, dang lai tau
xe, nguwoi lam viéc trén cao va cac treong hgp khic)
- Thén trong khi dung thudc khi 1ai xe hodc dang van hanh may moéc, vi thude co thé gay
dau dau.
15. Khi nao cin tham vén bac sy?
- Cin tham vén cua bac sy khi dung két hop nhiéu thuée hay khi ¢ ddu hié¢u bat thuong
nao khac.

“ Néu can thém théng tin xin hoi y kién bdc sy hodc dwoc si”

16. Han ding cia thudc: 36 thang ké tir nw XUAt.
17. Tén, biéu twong ciia nha sin xua‘( 000110 ""\

DPia chi: S6 102 Chi Lang, P. Nguyén Trai, TP. Hai Duong, tinh Hai Duong
18. Ngay xem xét sira d6i lai to thong tin cho bénh nhan: La ngay dugc cac don vi
chire ning thudc Bo Y té phé duyét khi cdp sé ding ky luu hanh thudce hodc ngay phé

duyét cac ndi dung thay ddi, cdp nhdt to hudng dan sir dung gn nhat
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HUONG DAN SU DUNG THUOC CHO CAN BO Y TE
1. Tén thudc: SARANIN

bl l ‘ b ‘ :' - }\ L
2. Thanh phan cau tao cia thuoc: Moi vién nang mém chira:

L-Arginin hydroclorid 200 mg

Ta duoc: Dau dau nanh, Dau co, Sap ong tréng, Lecithin, Gelatin, | Vira du 1 vién
Glycerin, Titan dioxyd, Dung dich Sorbitol 70%, Vanilin, Nipagin,
Nipasol, Mau Brown HT, Mau Tartrazin.

3. Dang bao ché: Vién nang mém.

4. Quy cach déng goi : Hop 12 vi x 5 vién, kém hudng dén sir dung.

5. Cac dic tinh dwgc lye hoe, dwge dong hoc:

5.1. Cac dac tinh dwoec lue hoc:

- Arginin nhu céc acid amin dibasic khac, kich thich tuyén yén giai phéng hormon ting
trwdng va prolactin, tuyén tuy giai phong glucagon va insulin.

- Arginin la mdt acid amin chii yéu trong chu trinh uré & bénh nhan bi thiéu hut enzym N-
acetylglutamat synthase (NAGS), carbamyl phosphat synthetase (CPS), ornithin
transcarbamylase (OTC), argininosuccinat synthetase (ASS), hoac argininosuccinat lyase
(ASL). Dung Arginin hydroclorid & bénh nhén cé céac rbi loan nay lam hoi phuc nong do
arginin huyét, gitip ngin chan su di hoa protein.

- Arginin 1am ting ndng d6 glucose huyét. Tac dung nay c6 thé 1a truc tiép. Sy phan huy
glycogen va s tan tao glucose ciing ¢ thé qua trung gian arginin kich thich giai phéng
glucagon.

- Nong do gastrin trong huyét thanh dugc ning cao bdi arginin. Thude trc ché canh tranh
su hép thu cua 6ng than va vi thé lam ting sy bai tiét protein trong nudc tiéu gom
albumin, chudi nhe immunoglobulin va beta, microglobulin.

5.2. Cac dic tinh dwoc dong hoc:

- Arginin hydroclorid hdp thu tét qua duong tiéu héa. Nong d dinh trong huyét tuong dat
duoc sau khoang 2 gior. Sinh kha dung tuyét déi 70%.
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- Arginin hydroclorid dugc két hgp véi nhidu qué trinh phéan tng sinh hoa. Thude chuyén
hoéa manh & gan, tao thanh ornithin va uré qua sy thuy phan nhom guanidin duéi su xic
tac cua argininase. Arginin dugc loc & ong than va duge hap thu lai gan nhu hoan toan &
6ng than. Nira doi thai trir: 1,2 — 2 gio.

6. Chi dinh, liéu ding, cich dung, chong chi dinh.

6.1. Chi dinh:

- Diéu tri hd trg cac rdi loan tidu hoa.

- B6 sung dinh dudng: Arginin dugc ding dé bd sung dinh dudng, dé didu tri hodc du
phong thiéu hut, hodc dé phuc hdi sirc khoe trong thoi ki dudng bénh.

6.2. Liéu dung, cach ding:

- Diéu tri hd tro céc roi loan tiéu hoa: Ngay uéng 3 —4 1an, mdi lan 5 — 7 vién.

- B6 sung dinh dudng: Ngay udng 3 lan, mdi lan 3 - 5 vién. Udng cung véi thirc an hodc
sau khi an.

6.3. Chong chi dinh:

- Qua mén v6i bét cir thanh phan nao cua thude.

- Tang amoniac huyét do nhiém acid hiru co trong mau.

- Nguoi bénh ¢6 roi loan chu trinh uré do thiéu hut arginase.

7. Céc truong hop than trong khi dung thube.

7.1. Cdc finh trang can than trong khi dimg thuéc

- Khong ding arginin hydroclorid d6i véi bénh nhdn c6 co dia di tmg. Thudc khang
histamin dugc ding néu phan tng di tmg xay ra.

- Arginin hydroclorid gay ting kali huyét de doa su song ddi voi bénh nhan suy than vi su
thai trir kali giam di & cdc bénh nhan nay. Nén dung arginin than trong déi véi bénh nhén
¢6 bénh vé than hodc v niéu.

- D6i v&i chirng ting amoniac huyét cap tinh, ding liéu cao arginin c6 thé gay nhiém acid
chuyén héa tang clorid huyét, do d6 can theo ddi nong do clorid va bicarbonat trong
huyét twong va c6 thé dung dong thoi mot luong thich hop bicarbonat.

- Vi arginin chira ham lugng cao nito ¢ thé chuyén hoa, nén trude khi dung thude phai

danh gi4 tac dung nhét thoi déi voi than cua lugng nito cao.
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- Than trong khi ding cho bénh nhén bi réi loan dién giai, bi bénh than hodc bi bi tiéu.

- Khong dung arginin cho bénh nhan sau nh6i méau co tim.

7.2. Cdc khuyén cdo ding thuéc cho phu ni¥ cé thai va cho con bii:

- Thoi ky mang thai: Khong ¢6 nghién ctru day du va dugc kiém ching t6t vé viée ding
arginin & phy nir mang thai nén khong ding thudc nay cho phu nir trong thoi ky mang
thai.

- Thoi ky cho con bu: Khong biét rd arginin c6 duge tiét voi lugng dang ké trong sita
ngudi hay khong. Can cén nhic giita loi ich ctia viée didu tri v6i thude va nguy co ddi véi
thai dé quyét dinh viéc dung thude va ngimg cho con bu.

7.3. Tdc dpng cia thudc khi ldi xe va van hanh mdy moc:

- Thén trong khi dung thude khi lai xe hodc dang van hanh may moéc, vi thude c6 thé gy
dau dau.

8. Twong tac véi cac thude khac:

- Thude tranh thu thai udng két hop estrogen va progesteron cé thé lam ting dap tng ctia
hormon tang trudng va lam giam dap tng cua glucagon va insulin voi arginin.

- Néng d6 insulin trong huyét twong sau sy kich thich cua arginin c6 thé duoc tang lén
boi thude loi tiéu thiazid, xylitol va aminophylin.

- Hai thudc xylitol va aminophylin ciing lam giam dap tng cua glucagon véi arginin.
Dung thoi gian dai sulfonyluré, thudc chita bénh dai thao duong udng, cé thé ngan can
dap ung cua glucagon trong huyét twong vé&i arginin. Phenytoin lam giam dap (mg cua
insulin trong huyét twong véi arginin.

9. Tac dung khong mong muén:

- Thuong gap, ADR > 1/100

Hé than kinh trung wong: Té cong, dau dau.

Tiéu héa: Budn nédn, non.

Noi tiét, chuyén hoa: Ting than nhiét.

Khac: Do birng, kich thich tinh mach cuc bo.

- Hiém gdp, ADR < 1/1000

Da: Phu né, do, dau.
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Huyét hoc: Giam luong tidu cau.

Mién dich: Phan mg phan vé.

- Tan sudt khéng xdc dinh

Tim mach: Giam huyét ap, viém tinh mach.

Tiéu hoa: Co cirng co bung va truéng bung ¢ bénh nhéan ¢ xo nang.

N6i tiét — chuyén héa: Gay giai phong hormon ting trudng, insulin, glucagon, prolactin.
Tiang kali huyét & ngudi c6 bénh gan, than, dii thiao dudmg. Giam phospho huyét & bénh
nhan dai thao duong.

Tiét niéu: Tang mirc nito huyét va creatinin huyét thanh.

Huéng din cach xir tri ADR:

- Phan tmg di mg thudc, ban d6 va sung & tay va miat giam nhanh sau khi ngimg thudc va
dung diphenhydramin.

10. Qua liéu va cach xir tri:

10.1. Qua lidu: C6 thé do nhiém acid chuyén hoa nhét thoi v6i chimg the qua nhanh.
10.2. Xir tri: Mot thudc khang histamin thich hop nén c6 sin dé dung trong trudng hop
phan Ung di img xay ra.

11. Cac diu hiéu cin hru y va khuyén cdo: Khong co.

12. Piéu kién bao quan, han diing cia thudc.
12.1. Piéu kién bio quéan : Dé noi khé rdo, nhiét do khong qua 30°C, tranh anh séng
truc tiép.
12.2. Han dung ciia thudce : 36 thang ké tir ngay san xuat.
13. Tén, dia chi ciia co sé san xuit :
CONG TY CO PHAN DUQC VTYT HAI DUONG
102, phé Chi Ling, P.Nguyén Trai, TP Hai Duwong, tinh Hai Duwong
DT: 03203842398 - Fax: 03203.853848
14. Ngay xem xét sira doi lai to thong tin cho bénh nhéan: La ngay duoc cac don vi
chire nang thuge BO Y té phé duyét lfhioap sé\sléng ky luru hanh thube hogc ngay phé
duyét cac ndi dung thay doi, cap nhat to huén\Qg dag: sir dung gan nhat.
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