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MAU NHAN XIN PANG KY

(Nhan hop 3 vi x 10 vién nén bao dudng)

1, Nhan hép

THANH PHAN: CHI PINH, CACH DUNG, CHONG CHi
M&i vién nén bao duting chira: BINH VA CAC THONG TIN KHAC: Xem
Ammonium glycyrrhizinate ...... 36 mg  trong & hudéng dén st dyng thuéc kém theo.
(tudng dudng Glycyrrhizic acid 25 mg)  gag quan: Noi kho, nhigt d¢ khong qué 30°C,
Glycine T 25mMg  yanh anh sang.

DL-Methionine ..........cccceveeneee.. 25 mg Tiéu chuﬁn: TCCS. SPK:

‘i Rx Thudc ké don GMP-WHO

= | Aminres

Hép 3 vi x 10 vién nén bao dudng

TRUONG THO

E: P TP 3
NHANH CONG TY €O PHAN DUGC PHAM TRUONG THO
CN Hoa Xa, P. Loc Hoa TP. Nam Binh. tinh Nam Binh

BDE XA TAM TAY TRE EM )
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG

yui@ wen di'eoH 207 d EOH NOM
Hd 00Na NYHd 00 AL ONOD HNVHN [HO 4
E L Bueqyury g

( Buenp opq UgU UIA OL X |A £ dOH

SAIUIWI

OHM-dWD

T

2, Nhan vi

9 pude
ha \ﬂm‘
- wove ™ o
ol
25
= in@'® - o5 ma)
3¢ o OIS izic 2% "5 0
AR mmo“dmﬂgew 5™
= 2 (“jﬂ“g 53 9
5'&2. % \ ‘“e\h' P“i‘“ e
""" g e T -
po c izic m
o : W o\ 'e N“m,,mum gﬂawﬂ"mﬂ ‘255 i g
o 35 ™ O pet o
3 S oy 2S e Nwm@““
L‘e A g BNV o qrchr
PO |1 .+.L- Al oo F_




https://trungtamthuoc.com/

MAU NHAN XIN PANG KY
(Nhén hop 6 vi x 10 vién nén bao dudng)

1, Nhan hop

L]
Aminres
CHi BINH, CACH DUNG, CHONG CHI
_ DINH VA CAC THONG TIN KHAC: Xem
trong td hudng dén sif dyng thudc kém theo.

THANH PHAN;
M3i vién nén bao duding chifa: Béo quén: Noi kho, nhigt dg khong qué 30°C,
Ammonium glycyrrhizinate ...... 35 mg  Irdnh &nh séng.
(tuong dudng Glycyrrhizic acid 25 mg) ~ Tieu chufin: TCCS.
GIYCING .. 25mg 4Bk
DL-Methionine ......................... 25 mg
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MAU NHAN XIN DANG KY
(Nhan hop 10 vi x 10 vién nén bao dudng)

1, Nhén hop

e
‘A minres
CHi BINH, CACH DUNG, CHONG cHI
_ BINH VA CAC THONG TIN KHAC: Xem
trong t& hudng dén sl dung thudc kém theo.

THANH PHAN: . - "
M&i vién nén bao dudng chifa: t";?;‘;“ e L
Ammonium glycyrrhizinate ...... 35 mg F30 ann Sang.
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Rx '
AMINRES

Thuéc nay chi ding theo don thude

Dé xa tam tay tré em

oc ky huedng dan sir dung trieéce khi dimg

1. THANH PHAN CONG THUC THUOC
MB&i vién nén bao duong chira:
Thanh phc“;n diegre chdt:
Ammonium glycyrrhizinate 35 mg (twong duong Glycyrrhizic acid 25 mg)
Glycine 25 mg
( DL-Methionine 25mg

Thénh phan td diegc:

Calci carbonat, lactose monohydrat, cellulose vi tinh thé, crospovidon, PVP K30, talc,
magnesi stearat, hypromellose, colloidal anhydrous silica, duomg tring, gelatin _i
2. DANG BAO CHF: |
Vién nén bao duong.

MG ta: Vién nén bao dudng hinh tron, mau tréng, canh va thanh vién lanh [dn.

3. CHI PINH |
Eczema hodic viém da, bénh ngira sén (strophulus) & tré em, rung téc timg mang, viém miéng.
Cai thién tinh trang rdi loan chirc ning gan trong bénh gan man tinh.

4. CACH DUNG, LIEU DUNG

Ngueoi lon:

Ubng 2-3 vién x 3 lan/ngay sau khi an.

Tré em:

Ubng 1 vién x 3 l1an/ngay sau khi #n. Khéng c6 hudng din cu thé vé didu chinh liéu theo d6
tudi va cdn ning. Cén than trong khi str dung thude cho tré em, thube nay chi thich hop ding
cho tré c6 thé nudt duge nguyén vién nén.

Cdc ddi nr_O'ng ddc biét:

Cén than trong khi ding thudc & ngudi cao tubi va theo dai tinh trang ctia bénh nhén (xem
muc “Canh bdo va thén trong khi ding thude”).

Khéng ¢6 huéng dan cu thé vé& didu chinh liéu & bénh nhén suy gan va suy than. Can thin
trong khi str dung thuée cho cac dbi twong nay. Khong nén ding thude niy cho bénh nhén xo
gan giai doan cudi (xem muc “Chéng chi dinh®).

5. CHONG CHIi PINH
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Qué man véi bat ky thanh phan nao cua thuoc.

Bénh nhén xo gan giai doan cuoi co xu hudng ting nong d ammonium trong huyét thanh (do

chét chuyen hoa ctia DL-Methionine trc ché sinh tdng hop uré va giam kha nang thai trir
R

& bénh nhén cao tudi. Cén than trong khi str dung va theo déi tinh trang ctia bénh nhén.

Cén than trong khi ding ddng thi voi cée ché pham khéc c6 chira glycyrrhizic acid do ¢6 kha
ning gdy ra ching ting aldosteron gia.

Thudc nay cé chita lactose. Bénh nhén c6 vin dé& di truyén hiém gip vé khoéng dung nap
galactose, thiéu lactase hoan toan hodc kém hip thu glucose-galactose khong nén dung thude
nay.

Thudc ndy c6 chita sucrose (dudng tring). Bénh nhén bi rbi loan di truyén hiém gip nhu
khéng dung nap fructose, kém hip thu glucose-galactose hoidc thiéu hut enzym sucrase-
isomaltase khong nén dimg thudc nay.

7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Do an toan khi st dung cho phu nit mang thai hoéc cho con bu chua dugce thiét lap. Viéc sir
dung thudc cho nhiing bénh nhan nay chi nén dugc xem xét néu loi ich diéu tri vuot trdi so
véi nguy co. Di tat & thdn va céc triéu ching tuong tu d& dugce ghi nhén trong mdt nghién ctru
trén dong vat (chudt céng) khi str dung ammonium glycyrrhizinate lidu cao.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chura c6 bing chimg vé anh huéng cta thude 1én kha nang 14i xe, van hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thudc:

Can thén trong khi str dung déng thoi véi cac thude sau:

Thubc loi tiéu quai (nhu ethacrynic acid, furosemid), thiazid va thudc lgi tiéu dé diéu tri ting
huyét ap tuong ty (nhu tricloromethiazid, clortalidon) lam ting tac dung bai tiét kali cla
glycyrrhizic acid din dén giam ndng do kali trong huyét thanh (giy nhuoc co, yéu co...).
Nong do kali huyét thanh nén duge theo doi chit cha.

Moxifloxacin hydroclorid: Nhip nhanh thit (bao gdm ca xoén dinh) va kéo dai khoang QT ¢6
thé xay ra khi ndng do kali huyét thanh giam do tédc dung bai tiét kali ctia glycyrrhizic acid.

Tuwong ky ciia thuoc:
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Do khong cé;f g:é;lg,hxen ctru vé tinh twong ky cua thube, khong tron 14n thube nay véi céc
o\
(;UNU |Y (\\\

10. T DI‘%@? mi (T MONG MUON CUA THUOC
Cac ta 1q1gﬂd1é’(ng tﬁong mudn sau c6 thé xéy ra, do vy cin theo dai bénh nhan c¢in than va
néu quanmg m\y bﬂt ky déu hidu bit thuong nao, nén tién hanh céc bién phap thich hgp nhu

=

ngung dung thuoc

Cic tic dung khéng mong mudn nghiém trong

Chimg ting aldosteron gia (khéng 13 tin sudt): Co thé xay ra chimg ting aldosteron gia nhu
ha kali mau, ting huyét 4p, giit natri, giit nuée, pho, giam luong nude tiéu, ting cén.

Tiéu co van (khong rd tan suét): Céc tridu chimg cua tiéu co van nhu yéu co, nhuoc co, dau
co, co co va liét chi ¢ thé xay ra. Trong truong hop ting CK (CPK) hoic ting ndng do
myoglobin trong mau va nudc tiéu, nén ngimg thude va tién hanh cac bién phap thich hop.
Cic tic dung khéng mong mubn khdic

Céc tridu chimg sau c6 thé xay ra (0,1% dén dudi 5%): Giam ndng do kali huyét thanh; tang
huyét ap; dau bung, dau déu.

Thong bao ngay cho bac sy hogic dwge sy nhitng phan wrng co hai gdp phdi khi sir dung
thuéc.

11. QUA LIEU VA CACH XU TRI

Khong ¢6 dit lidu vé sir dung thude qua liéu, khong dung qua lidu chi dinh cta thude.

12. PAC TINH DUQC LUC HQOC

Nhém duoc 1y: Thube phdi hgp ammonium glycyrrhizinate + glycine + DIL-methionine téc
dong trén gan

Ma ATC: AOSBAO8

Tdc dung ciia Glycyrrhizic acid

Tdc dung chdng viém

- Chéng di tng: Glycyrrhizic acid ¢6 téc dung chdng di tmg nhu tc ché hién tuong Arthus va
hién twgng Shwartzman & thd. Nguge vai tdc dung cua cortison, glycyrrhizic acid ¢6 tac dung
thiic ddy phan tng trc ché cing thing, tc ché mé hat va giy teo tuyén tGic, nhung khéng anh
huéng dén hidu qua chéng tiét dich.

- Uc ché cac enzym chuyén hoa acid arachidonic: Glycyrrhizic acid lién két truc tiép voi
phospholipase Az (enzym hoat hdéa cho sy chuyén hoéa acid arachidonic) va lipoxygenase
(enzym tao ra cac chit trung gian héa hoc giy viém tir acid arachidonic). Glycyrrhizic acid trc
ché chon loc su phosphoryl héa va gdy tre ché sy hoat hoa cic enzym nay.

Tdc dung diéu hoa mién dich

Trong cac thir nghiém in vitro, glycyrrhizic acid thé hién cdc tac dung sau:
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- Didu chinh sy hoat hoa té bao T.
- Cam ung interferon-y.
- Hoat héa té bao NK.
K@”ﬁ@&@?r&blet hoa té bao lympho T ngoai tuyén (.
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s ton fhzrang 1¢ bao gan
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hé su tén thuong té bao gan do carbon tetraclorid gay ra.

e \\ < s > .
\;\%t_z @ Zsmh té bao gan
e i

Trong thir nghiém in vitro nudi ciy t& bao gan chudt, glycyrrhizic acid va glycyrrhetinic acid

da duogce chimg minh 14 ¢6 tic dung thuc diy su ting sinh t& bao gan.

Tdc dung e ché hocic bdt hoat sie phat trién ciia virus

Trong mét thir nghiém trén chudt bi nhiém virus viém gan, viéc st dung glycyrrhizic acid c6
thé kéo dai thdm tudi tho. Trong mdt thir nghiém trén thd bi nhiém virus ddu mua,
glycyrrhizic acid ¢6 thé e ché su phat trién cta virus.

Trong céc thir nghiém in vitro khéc, glycyrrhizic acid ¢6 tac dung tic ché sy ting sinh va lam
bat hoat virus herpes.

Tdc dung ciia Glycine va DL-Methionine

Glycine va DL-Methionine dd dugc bao cao 13 uc ché sy giam lugng nudce tidu va bai tiét
natri sau khi cho chudt udng glycyrrhizic acid.

13. PAC TINH DUQC PONG HQC

Duwgc dpng hoc 6 nguoi

Hép thu: Sau khi cho nguoi 16n khoe manh ubng 4 vién thude nay (chita 100 mg glycyrrhizic
acid), ndng do glycyrrhizic acid trong mau niim trong pham vi sai sb phén tich va khong thé
xéc dinh dugce. Glycyrrhetinic acid, mét chit chuyén hoa thiy phan cta glycyrrhizic acid, c6
hai dinh néng do, dinh dau tién xuét hién sau 1-4 gid, va dinh thir hai xuét hién sau 10-24 gio.

Luu y: Lidu t6i da ciia thube nay 1a 3 vién (75 mg glycyrrhizic acid) mdi Jan.

Thai trir: O nguoi 16n khoe manh, ca glycyrrhizic acid va glycyrrhetinic acid hau nhu khéng
duoc phat hién trong nude tidu sau 10 gio ubng thude.

Duoc dong hoc ¢ dong vit

Hip thu: Sau khi cho chudt udng *H-glycyrrhizin, ndng do dinh trong mau dat sau 1 gid va
giam dén xudng 59% so vdi ndng do dinh sau 6 gio. Sau 12 gid ké tir khi udng, ndng do trong
mau ting trd lai va giam dan sau dé.

Phén bé: Sau khi cho chudt udng *H-glycyrrhizin, thue duge phan bd khip céc co quan sau
10 phut. Sy phan bd & gan 1a cao nhét, dat t&i da sau khi ubng 2 gio, chiém 2,8% lidu dung

SH-glycyrrhizin, tiép theo la phéi, than, tim va tuyén thugng thén.
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Noi kho, nhiét dd khong qua 30°C, tranh anh sang.
16. HAN DUNG
36 thang ké tir ngay san Xudt.
17. TIEU CHUAN CHAT LUQNG THUOC
TCCS.
18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
: CONG TY CO PHAN DUQC PHAM TRUONG THQ
Tru s& chinh: S6 93 Linh Lang, Phuong Céng Vi, Quén Ba Dinh, Thanh phd Ha Noi, Viét
Nam
Dia chi nha may: Chi nhanh Cong ty Cb phin Dugc phim Trudng Tho - Lo M1, Pudng N3,
Khu Cong nghiép Hoa X4, Phuong Loc Hoa, Thanh phd Nam Dinh, Tinh Nam Dinh, Viét

Nam
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