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HI/ONG nAN STI nuNc CHo BENH NUAN

1. TOn thu5c: SARANIN.

- Doc tfi huong ddn s* dung trtroc khi ditng.

- D€ xa tim tay trd em.

- Th6ng bao ngay cho bdc s! nhirng tac dqng kh6ng mong *u6n g\p phdi khi su dpng

thu6c.

2. Thirnh phAn, him luqng cria thu6c:

- M6i vi6n nang mdm chria:

L-Arginin hydroclorid 200 mg

Tii dugc: Ddu d4u ninh, Ddu cg, Srlp ong tr6ng, Lecithin, Gelatin,

Glycerin, Titan dioxyd, Dung dfch Sorbitol 7loh, Vanilin, Nipagin,

Nipasol, Miu Brown HT, Miru Tartrazin.

Vua du I vi0n

3. Md ti sin phim:

- Vi6n nang mOm, hinh thu6n ddi, nira mdu ndu, ntra mdu vdng, bOn trong chria h6n dich

thu5c mdu tring d6n hoi vdng.

4.Quy crich tl6ng g6i:

- HQp 12vix5 vi6n, kdm hucrng d6n su dpng.

5. Thu5c dtng cho bQnh gi?

- Di0u trihS trg c6c r5i lopn ti6u h6a.

- 86 sung dinh dudng: Arginin dugc dtng OC UO sung dinh du0ng, Oe Aieu tri hoic dW

phdng thi6u hpt, hoac dC phuc h6i sric khoe trong thdi ki duOng benh.

6. NGn dirng thu6c niry nhu th6 niro vir lidu luqng?

- Di6u tri h6 trg c6c rtii lo4n ti0u h6a: Ngdy u6ng 3 - 4 lAn, m6i tin 5 - 7 viOn.

- Bd sung dinh du0ng: Ngdy udng 3 lAn, m6i lin 3 - 5 vi0n. U6ng cung v6i thric 6n ho[c

sau khi dn.

7. Khi nio kh6ng n6n dtng thuiic niry?

- Qu6 mdn vdi U6t cri thdnh phin ndo cria thu6c.

- TIng amoniac huytit do nhiSm acid hiru co trong m6u.
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- Nguoi bQnh c6 rtii lopn chu trinh urO do thi6u hut arginase

8. Tic dgng khdng mong mu5n:

- Thwng gflp, ADR > 1/ 100

HQ thin kinh trung uong: T0 c6ng, dau dAu.

Ti6u h6a: Bu6n n6n, n6n.

NOi tiist, chuy6n h6a: T[ng thdn nhiQt.

Khric: Eo btmg, kich thfch tinh m4ch cpc bQ.

- Hi€m gqp, ADR < 1/1000

Da: Pht nO, d6, dau.

Huy6t hgc: Giim lugng ti6u cAu.

Mi6n dich: Phin ring phdn v6.

- Tdn sudt kh6ng xdc dinh

Tim m4ch: Gi6m huytit 6p, viOm tinh m4ch.

Ti0u h6a: Co cirng ccr bpng vir tru6ng bpng o bQnh nh6n c6 xo nang,

NQi ti0t - chuytin h6a: Gdy gi6i ph6ng hormon tdng trucrng, insulin, glucagon, prolactin.

TIng kali huy6t o ngudi c6 bqnh gan, thdn, d6i th6o dudng. Gi6m phospho huytit <r bQnh

nhin d6i th6o ducrng.

Ti6t niQu: Tdng mtc nito huy6t vi creatinin huytit thanh.

Hufng din c6ch xir tri ADR:

- Ph6n tmg di img thutic, ban d6 vir sung o tay vd mflt giAm nhanh sau khi ngirng thu6c vd

dtng diphenhydramin.

9. NGn tr6nh dtng nhfrng lo4i thu6c ho{c thr,rc phAm gi khi dang sfr dqng thu5c

niry?

- Thu5c tr6nh thp thai uting ktit hcr,p estrogen vd progesteron c6 thO ldm tdng d6p irng cira

hormon tlng trucrng vd ldm giim d6p fng cta glucagon vd insulin vdi arginin.

- Ndng dQ insulin trong huy6t tuong sau sW kich thich cria arginin c6 th6 dugc tang lOn

boi thu6c lqi ti0u thiazid,xylitol vd aminophylin.

- Hai thu6c xylitol vir aminophylin cfrng ldm gi6m d6p img cua glucagon v6i arginin.

Dtng thdi gian ddi sulfonylur0, thu6c chffa bQnh d6i th6o duong u6ng, c6 thO ngdn cin
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tlSp tmg cria glucagon trong huytit tuong vdi arginin. Phenytoin lhm gi6m d6p img cira

insulin trong huy6t tuong vdi arginin

10. Cin ldrm gi khi mQt lin qu6n kh6ng dtng thu6c?

- N6u qu6n kh6ng dung thu6c m6t lin, bo qua vd dtng thu6c ti6p tpc theo dring liiiu

lugng chi ddn. Kh6ng duqc g6p rl6i liOu dtng sau khi quOn rhu6c mQt lAn.

11. Cin bio quin thu5c niy nhu th6 ndro?

- D0 noi kh6 16o, nhigt dO kh6ng qu6 300C, trdnh 6nh s6ng trWc ti6p.

12. Nhfrng d6u hiQu vir triQu chrfrng khi dtng thu6c qui [du?

- Qurl li6u: C6 thti do nhi6m acid chuytin h6a ntr6t ttrOi vdi chimg tho qu6 nhanh.

13. CAn phii lim gi khi dirng thu6c qui li6u khuy6n c6o:

- Xt tri: MQt thui5c kh6ng histamin thich hqp n6n c6 sin il6 dung trong trudng hqp phin

fng di ring x6y ra.

Tham viin nhAn vi1n y tii khi dilng thuiSc quri liiu khuyiin crio,

14. Nhfrng tli6u cin th$n trgng khi dtng thu5c niry:

l4.l Cic tinh tr4ng cAn th$n trgng khi dtng thu6c

- Kh6ng dtng arginin hydroclorid d6i v6i bQnh nh6n c6 ccr dla d! ung. Thu6c kh6ng

histamin dugc dtng n6u phdn irng di ring x6y ra.

- Arginin hydroclorid g6y tdng kali huy6t de dga sy s6.,g AOi vOi bOnh nhdn suy thfln vi su

thdi tru kali giim ili o c6c bQnh nh6n ndy. NOn dtng arginin th4n trong AOi vOi bQnh nhdn

c6 bQnh v0 th4n hopc v6 niQu.

- D6i v6i chimg tdng amoniac huytit c6p tinh, dung lidu cao arginin c6 th6 gAy nhiSm acid

chuyiSn h6a tdng clorid huy6t, do d6 cAn theo d6i n6ng d0 clorid vd bicarbonat trong

huytlt tucrng vir c6 th6 dung d6ng thoi mQt lugng thich hgp bicarbonat.

- Vi arginin chria hdm lugng cao nito c6 thO chuy6n h6a, nOn trudc khi dung thu6c phii

d6nh gi5 t6c dpng nh6t thoi O5i vOi th4n cria lugng nito cao.

- Thfln trong khi dtng cho bQnh nhdn bi rtii lo4n diQn gi6i, bi bqnh th4n hofc bibi ti6u.

- Kh6ng dtng arginin cho bQnh nhdn sau nh6i m6u co tim.

14.2 Chc khuy6n c6o dirng thu5c cho phg nii c6 thai vir cho con bri:
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- Thdi kj'mang thai: Kh6ng c6 nghiOn cfu dAy dt vdr dugc ki€m chtmg tOt v0 vi6c dung

arginin o phU nfr mang thai n6n kh6ng dung thu6c niy cho phq nir trong thdi kj, mang

thai.

- Thdi kj, cho con bir: Kh6ng bitit ro arginin c6 dugc titit v6i lugng d6ng k6 trong sira

ngudi hay kh6ng. C6n cdn nhic giira lqi ich cria viQc diOu tri v6i thu6c vd nguy co dtii v6i

thai dti quytit dfnh viQc dung thu6c vd ngtmg cho con bri.

Tham khdo !, kiiin btic s! trrdc khi ditng, chf clilng khi thfu sy'cin thiiit.

14.3 Anh hu&ng cria thu6c Aiii vcri c6ng viQc (ngutri v$n hirnh m6y m6c, dang l6i tiru

xe, ngurri lirm viQc tr6n cao vi c6c trudng hqp khic)

- Than trong khi dung thu6c khi l6i xe hoflc dang vpn hdnh mriy m6c, vi thu6c c6 th€ gdy

dau dAu.

15. Khi niro cAn tham v6n b6c sf?

- CAn tham v6n cta bilc s! khi dung k6t hqp nhi6u thu6c hay khi co d6u hiqu bat thuong

nho kh5c.

" Nilu ciin th€m thbng tin xin h6i j, kiiin bttc s! hortc tlrqc si"

16. Hpn dtng cria thu5c: 36 th6ng k6 tir sin xu6t.

17. TGn, bi6u tuqng cria nhi sin

CONC TY CO PHAN Y TE HAI DIJONG

Dia chi: so toz chi L[ng, P. NguySn Tr6i, TP. H6i Ducrng, tinh Hii Duong

18. Ngiy xem x6t sira tl6i I4i td th6ng tin cho bQnh nhAn: Ld ngdy dugc c6c don vi

chric nlng thuQc B9 Y t6 phO duyQt khi c6p s6 dang ky luu hdnh thu6c hodc ngdy phO

duyQt c6c nQi dung thay d6i, c4p nh4t to hu6ng ddn str dpng gAn nh6t
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HTIONG oAN STI DUNG THUoC CHo cAN BQ Y TE

1. TGn thuiic: SARANIN

2. Thinh phAn c6u t4o cria thu5c: M6i vi€n nang mdm chria:

L-Arginin hydroclorid 200 mg

Tti dugc: DAu ddu ninh, O6"

Glycerin, Titan dioxyd, Dung dich Sorbitol T\Yo, Vanilin, Nipagin,

Nipasol, Miu Brown HT, Mdru Tartrazin.

Vta drl I vi0n

3. D4ng biro ch6r Vi0n nang mA.n.

4.Quy cich d6ng g6i : HQp 12vix 5 vi6n, kdm hu6ng d6n sir dUng.

5. Cric tl{c tinh duqc lqc hgc, duqc tlQng hgc:

5.1. C6c tl{c tfnh dugc lpc hgc:

- Arginin nhu c6c acid amin dibasic kh6c, kich thich tuy6n yOn gi6i ph6ng hormon t[ng

tru&ng vd prolactin, tuy6n tuy giii ph6ng glucagon vd insulin.

- Arginin ld mQt acid amin cht y6u trong chu trinh urO cv bQnh nhdn bi thi6u hqt enzym N-

acetylglutamat synthase (NAGS), carbamyl phosphat synthetase (CPS), ornithin

transcarbamylase (OTC), argininosuccinat synthetase (ASS), ho{c argininosuccinat lyase

(ASL). Dung Arginin hydroclorid o bQnh nhdn c6 c6c r6i loan niry ldm h6i phpc n6ng dQ

,/,
arginin huy0t, gitp ngdn ch{n sp di h6a protein.

- Arginin ldm tdng n6ng dQ glucose huy6t. T6c dpng ndy c6 th0 la trqc ti6p. Sr,r phdn hiry

glycogen vd sg tdn tpo glucose cfrng c6 thd qua trung gian arginin kich thich gi6i ph6ng

glucagon.

- Ndng dQ gastrin trong huytit thanh dugc ndng cao boi arginin. Thu6c fc ch6 canh tranh

sU h5p thu cria 6ng than vd vi thtl ldm tdng su bdi titit protein trong nudc ti6u g6m

albumin, chu6i nhg immunoglobulin vi betaz microglobulin.

5.2. Chc tl{c tinh dugc tlQng hgc:

- Arginin hydroclorid h6p thu t6t qua dudng ti6u hoa. Ndng dQ dinh trong huyrit tucrng dat

duoc sau khoing 2 gid. Sinh kh6 dqng tuyQt ddiTO%.
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- Arginin hydroclorid dugc k6t hqp v6i nhi6u qud trinh phin ring sinh h6a, Thu6c chuytln

h6a manh d gan, t4o thdnh ornithin vir ur6 qua sU thuy phdn nh6m guanidin du6i su xirc

t6c cta argininase. Arginin dugc loc o ting th4n vd dugc h6p thu l4i gAn nhu hoirn todn o

6ng than. Nria doi th6i tru: 1,2 -2 gid.

6. Chi dinh,lidu dtng, c6ch dtng, ch5ng chi tlinh.

6.1. Chi tllnh:

- Di6u tri h6 tro c6c rtii lopn ti6u h6a.

- 86 sung dinh dudng: Arginin dugc dung ae UO sung dinh du0ng, Ae Oieu tri ho4c dg

phdng thi6u hgt, hoAc dti phpc h6i sric khoe trong thdi ki du0ng b6nh.

6.2. Li6u dirng, c6ch dtng:

- Di0u tri h5 tro citc rtii lo4n tiOu h6a: Ngdy u6ng 3 - 4 lAn, m6i tin 5 - 7 vien.

- 86 sung dinh du0ng: Ngdy u6ng 3 lAn, m6i lAn 3 - 5 viOn. U6ng cung v6i thric dn ho4c

sau khi [n.

6.3. Ch6ng chi tlinh:

- Qu6 m6n vdi U6t cri thinh phin ndo cira thu6c.

- TIng amoniac huyiit do nhiSm acid hiru co trong m6u.

- Nguoi bpnh c6 r6i lo4n chu trinh urO do thiiSu hpt arginase.

7. Cic trulng hqp thfn trgng khi dirng thu6c.

7.1. Ctic tinh trgng cdn thQn trgng khi clilng thuilc

- Kh6ng ding arginin hydroclorid d6i vdi benh nhdn c6 co dia dl fng, Thu6c kh6ng

histamin dugc ding ntiu phin ring diring xiy ra.

- Arginin hydroclorid g6y t[ng kali huytit de dga sp s5ng a6i vOi bQnh nhdn suy thfln vi sg

thdi tru kali gi6m di o c6c bQnh nh6n ndy. NOn dtng arginin th4n trgng a5i vOi bqnh nhdn

c6 bqnh v0 th4n ho4c vd niQu.

- D6i vdi chimg t[ng amoniac huy6t c6p tinh, dung liAu cao arginin c6 thO g6y nhi6m acid

chuy,Sn h6a tdng clorid huy6t, do d6 cAn theo d6i n6ng dQ clorid vi bicarbonat trong

huytlt tucrng vd c6 th6 dung d6ng thoi mQt lugng thich hgp bicarbonat.

- Vi arginin chria hdm lugng cao nito c6 thO chuy6n h6a, nOn trudc khi dung thu6c phii

d6nh gi5 t6c dpng nh6t thoi Otii vOl thfln cria lugng nito cao.
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- Than trong khi dung cho bQnh nh6n b! r5i lo4n diQn giAi, bi bqnh thdn ho4c bi bi tiOu.

- Khdng dtng arginin cho bQnh nhdn sau nh6i m6u co tim.

7.2. Cdc khuyiin cdo dilng thuilc cho phqt nir cd thai vd cho con bil:

- Thdi kj,mang thai: Kh6ng c6 nghiCn criu <tAy <lt vd dugc kitim chung ttit v0 viQc dung

arginin o phU nfr mang thai n6n khdng dtng thu6c niry cho php nir trong thdi kj, mang

thai.

- Thdi kj, cho con bri: Kh6ng bitit rO arginin c6 dugc titit v6i lucrng d6ng kC trong sta

nguoi hay kh6ng. CAn c6n nhic giira lgi ich cria viQc di6u tri vdi thudc vd nguy co d6i vdi

thai dd quytit clinh viQc dtng thu6c vd ngring cho con b[.

7.3. Ttic il\ng cfia thuiic khi tdi xe vd vQn hdnh mdy mdc:

- Thpn trgng khi dung thu6c khi l6i xe holc dang vdn hdnh m6y m6c, vi thu6c c6 th6 gdy

dau dAu.

8. Tuong tic vfi cric thu6c khic:

- Thu6c trrlnh thg thai uting k6t hqp estrogen vd progesteron co thO ldm tdng d6p ring cria

hormon tdng tru&ng vd ldm gi6m d6p ring cria glucagon vh insulin v6i arginin.

- N6ng dQ insulin trong huy6t tuong sau su kich thich ctra arginin c6 thti dugc tlng l6n

boithutic loi ti0u thiazid,xylitol vir aminophylin.

- Hai thu6c xylitol vd aminophylin cfing ldm gi6m d6p fng cua glucagon vdi arginin.

Dung thoi gian dii sulfonylurO, thu6c chira bQnh d6i th6o dulng u6ng, c6 th6 ngdn cAn

d6p ung cta glucagon trong huy6t tucrng v6i arginin. Phenytoin ldm gi6m d6p img cta

insulin trong huy6t tuong vdi arginin.

9. Tic dgng khdng mong mu5n:

- Thudng gfip, ADR> 1/100

HQ thAn kinh trung uong: T0 c6ng, dau dAu.

;.^
I leu noa: Suon non, non.

NQi titit, chuy6n h6a: Tdng thAn nhiQt.

KhSc: D6 btmg, kich thich tinh m4ch cpc bQ.

- Hiiim g\p, ADR < 1/1000

Da: Pht nd, d6, dau.
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Huy6t hoc: Giim luong ti6u ciu.

Mi6n d!ch: PhAn img phin vQ.

- Tdn sudt kh6ng xdc dinh

Tim m4ch: Giim huytit 6p, viOm tinh m4ch.

Ti6u h6a: Co cring co bpng vi trudng bpng o b6nh nh0n c6 xo nang.

NQi ti6t - chuy6n h6a: Gdy gi6i ph6ng hormon tdng truong, insulin, glucagon, prolactin.

TIng kali huytit d ngudi c6 bqnh gan, thfln, drii th6o dudng. GiAm phospho huytit o benh

nhdn d6i th6o ducrng.

Titlt niQu: Tdng mirc nito huytit vd creatinin huy6t thanh.

Hufng din c{ch xfr tri ADR:

- PhAn ung di img thu6c, ban do vd sr.mg o tay vd m4t gi6m nhanh sau khi ngirng thu6c vd

dung diphenhydramin.

10. Qu6 fidu vir c6ch xfr tri:

10.1. Qud [6u: C6 th6 do nhiSm acid chuy6n h6a nh6t thryi v6i chimg tho qurl nhanh.

10.2. Xfr tri: MQt thu6c kh6ng histamin thich hqp n6n c6 sin d0 dtng trong trulng hgp

ph6n tmg diung xhy ra.

ll. Cic d6u hiQu cAn luu y vir khuy6n crio: Kh6ng c6.

12. Didu kiQn bio quin, h4n dtng cria thu5c.

12.1. Didu kiQn bio quin : D6 noi kh6 16o, nhiQt dQ kh6ng qu6 300C, trrinh 6nh sring

, '. itruc tlep.

12.2.IcL4n dirng cria thu5c : 36 thring kti tu ngdy sin xu6t.

13. TOn, tlia chi cfia ctr s& sin xu6t :

coNc rY co PHAN Duqc vrYT HAr DTIoNG

102, ph| Chi Ldng, P.Nguy6n Trdi, TP Hdi Dtong, tinh Hiri Dtong

DT: 03203842398 - Fax: 03203.853848

14. Ngiy xem x6t sria tl6i l4i td th6ng tin cho bQnh nh6n: Li ngiy dugc c6c dcrn vi

chuc ndng thuQc B9 Y t6 phO duyQt

)
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ky luu hinh thu6c hoflc ngdy phO

sri dpng gAn nh6t.
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