https://trungtamthuoc.com/

‘:'h-.

Rx Thuéc ké don

GLOVERIN®

(Alverin citrat)
Pé xa tam tay tré em
Doc k§ hwdng dan st dung trudre khi dung
Thuéc nay chi dung theo do'n thuéc
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1- Ténthudc: GLOVERIN®

2- Thanh phan cdng thirc thudc: Moivién nén chira:

Thanh phan hogt chat: Alverin citrat 67,3 mg (twong duong alverin 40 mg).

Thanh phan té dugc: Tinh b6t ngd, natri starch glycolat, silic dioxyd, povidon K30, lactose monohydrat phun sdy, magnesi
stearat.

3-Dangbaoché:Viénnén

4- Mo ta san pham

Vién nén tron, mau trang, hai mat tron.

5-Chidinh

Giam dau do co that co tron & dudng tiéu hod nhu hdi chirng rudt kich thich, bénh dau tai thira cta rudt két, théng kinh
nguyén phat.

6- Liéu dung va cdchdung

Ngudildnvatréem 12 tuditrd 1én: udng 1-2 vién/lan, 3 lan/ngay.

7- Chdng chidinh

Qud man vdi bat ky thanh phan nao cla thudc.

Pau khoéng réo nguyén nhan.

Ngu¢ibjnghén rudt hay tac liét rudt.

Tré em dudi 12 tubi. -

8- Canh bao va than trong khi dung thudc

Khong nén dung chung véi bat ky thudc khac cé chira alverin citrat.

Khéng duoc dung GLOVERIN vi cé thé khéng phai 12 diéu trj thich hgp néu thudc bat ky diéu kién nao sau day. Gap bac si
ngay néu ban:

-Tir40 tuditrd 1én

-Chay mau dudng rudt

-Dang bjbénh hodc nén mura

- Mat cam giacthém an hodcgiam can

-Trong nhgt nhatvacam tHay mét moi

-Dangbjtdoboén nang

- Bj sot

-Gan day da dira nudc ngoai

-Pang hodc céd thé mang thai

-Chay mau hodctiét dich batthuong @ amdao

-Khé tiéu hodc dau khi tiéu.

Tham kh3oy ki€n bac st néu xuat hién cac triéu chirng mdi, hodc cac triéu chirng xau di, hodc khéng cai thién sau 2 tuan diéu
tri.

Thantrongtaduwoc:

Lactose: Khdng nén dung GLOVERIN cho nhitrng bénh nhan cé van dé di truyén hiém gap khéng dung nap galactose, thiéu
hut Lapp lactase hodc kém hap thu glucose-galactose.

9- Sir dung thudc cho phuy nir c¢é thai va cho con bu

Sir dung thudc cho phuy ni¥ ¢ thai: M3c du khéng gay quai thai nhung khéng nén dung thudc trong thi ky mang thai vi
bang chirng vé dd an toan trong cac nghién ctru tién lam sang con gidi han.

Str dung thudc cho phu nir cho con bi: Khéng nén dung trong théi ki cho con b vi bang chirng vé d§ an toan trong cac
nghién clru tiénlam séng.cbn gidihan. ..._

10- Anh huéng ctia thudc 1én kha nang lai xe, van hénh may méc
Chua cé bang chirng vé anh hudng clia thudc 1én kha nang 14i xe va van hanh may méc.
11- Twong tac, twong ky clia thudc

Chwa cé bao cao.

12- Tac dung khéng mong mudn ctia thudc

Trong cic phan loai hé théng co quan, cac tadc dung khéng mong mudn dugc liét ké theo nhém tan suat, nhu sau:

Rat thuong gap (2 1/10); thuong gdp (2 1/100 dén < 1/10); it gap (2 1/1.000 dén < 1/100); hiém gép (2 1/10.000 dén <
1/1.000); rat hiém gidp (<1/10.000), khéng biét (khong thé dugc udctinh tir dir liéu cd san).

Ré6i logn hé mién djch

Khong biét: sdc phan vé, phan irng di (rng

Réilogn hé than kinh

Khéng biét: chéng mit, dau dau

Réi logn hé hép, I6ng ngurcva trung that

Khong biét: khé thé va/hodc thd kho khe

Réiloan tiéu hoa

Khéng biét: buén nén

Ré6i logn gan mt

Khong biét: vang da do viém gan (thudrng cham dit khi ngirng st dung alverin), xét nghiém chirc ndng gan bat thuong.

Réi logn dava mé dudida

Khong biét: phat ban, ngira

Ngung str dung va hoi kién bdc sTnéu: xay ra phan trng dj (‘ng bao gdbm phan (rng phan vé.

Thong bao ngaycho bécf sihodc duocsinhirng tac dung cé hai gap phai khi sir dung thudc.

13- Qud lidu va cach xir tri

Triéu chirng: Khéng co tai liéu néi vé cac dau hiéu va triéu chirng cia qua lidu alverin.

X tri- Khixay ra qué lidu, bénh nhan nén duoc theo ddilam sang va didu trihd tro.

14-Pac tinhduocluchoc

Nhém dugc ly: Cacthudckhac dung cho réiloan tiéu héa

Ma ATC: AO3 AXO8 |

Alverin citrat |a mot chdt chéng co that tac dong tryrc ti€p trén co'tron duwdng rudt va co tron tlr cung.

Alverin citrat dugc str dung duong uéng dé lam gidam dau do co that co tron dudng rudt trong didu trj céc rdi loan tiéu héa
nhu hdi chirng kich thi'ch rudt, dau do co that co tron tlr cung trong diéu tri dau bung kinh.

15-Pactinhduwgcddng hoc

Alverin hdp thu qua duéng tiéu hda sau khi uéng va chuyén héa nhanh thanh chat chuyén héa ban dau cé hoat tinh, sau do6
chuyén thanh hai chat dhuyen hoda thir cap. Tat ca cac chat chuyén héa cé dé thanh thai & than cao, cho thdy chung dugc bai
tiét trong nudc tiéu th¢o co ché thai trir chG dong qua than. Nong dd dinh trong huyét trong dat dugc khoang 1 - 1,5 gid

sau khiudng.

Thoi gian ban thai trong huyét twong trung binh 0,8 giér ddi vdi alverin va 5,7 giér ddi v@i chat chuyén héa cé hoat tinh.
16- Quy cach doéng goi:

HOp 3 vinhdm/PVCx 10 vién nén.

17-Diéu kién bdo quan: Dé noikho rdo, tranh anh sang, nhiét d¢ khéng qua 30°C.

18- Han dung: 36 thang ké tlr ngay san xuat.

19- Tiéu chuan chat lwgng: TCCS

20- Tén, dja chi ctia co’ s& san xuat:

CONG TY TNHH DU'Q'C PHAM GLOMED

Pia chi: S6 35 Pai Lo Ty Do, KCN Viét Nam — Singapore, phudng An Phy,

thanh ph& Thuan An, tinh Binh Duong. DT: 0274.3768823; Fax: 0274.3769095
Chi s& hiru GLOMED: ABBOTT INVESTMENTS LUXEMBOURG S.A.R.L

TOA-T00
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GLOVERIN®

(Alverine citrate)
Keep out of reach of children
Read the package insert carefully before use
Prescription only

Rx Prescription only
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1-Name of product: GLOVERIN®

2- Composition: Each tablet contains:

Active ingredient: Alverine citrate 67.3 mg (equivalent to alverine 40 mg).

Inactive ingredients: Maize starch, sodium starch glycolate, silicon dioxide, povidone K30, spray dried lactose
monohydrate, magnesium stearate.

3-Dosage form: Tablet

4- Product description
A white, round tablet, plain on both sides.

5- Indications
The relief of smooth muscle spasm, in conditions such as irritable bowel syndrome, painful diverticular disease of the colon
and primary dysmenorrhea.

6- Posology and method of administration
Adults and children 12 years and older: take by mouth 1 - 2 tablets each time, three times daily.

7- Contraindications

Patients with hypersensitivity to any ingredient of this product.
Patients with undiagnosed painful symptoms.

Patients with intestinal obstruction or paralyticileus.

Children under 12 years of age.

8- Warnings and precautions

Do not use this product with any other product containing alverine citrate.

If any of the following apply do not use GLOVERIN; it may not be the right treatment for you. See your doctor as soon as
possible if:

-You are aged 40 years or over

- You have passed blood from the bowel

-You are feeling sick or vomiting

-You have lost your appetite or lost weight

-You are looking pale and feeling tired

-You are suffering from severe constipation

-You have a fever

-You have recently travelled abroad

-You are or may be pregnant

-You have abnormal vaginal bleeding or discharge

-You have difficulty or pain passing urine.

Consult your doctor if you have developed new symptoms, or if your symptoms worsen, or if they do not improve after 2
weeks treatment.

Excipient precaution:

Lactose: GLOVERIN should not be administered to patients with rare hereditary problems of galactose intolerance, the
Lapp lactase deficiency or glucose-galactose malabsorption.

9- Use in pregnancy and lactation

Use in pregnancy: Although no teratogenic effects have been reported, use during pregnancy is not recommended as
evidence of safetyin preclinical studies is limited.

Use in lactation: Use during lactation is not recommended as evidence of safety in preclinical studies is limited.

10- Effects on ability to drive and use machines

No studies on the effects on the ability to drive and use machines have been performed.

11- Interaction with other medicinal products and other forms of interaction
None stated.

12- Undesirable effects

Within the system organ classes, adverse reactions are listed under headings of frequency, using the following categories:
Very common (2 1/10); common (21/100to < 1/10); uncommon (21/1,000to < 1/100); rare (2 1/10,000 to < 1/1,000); very
rare (<1/10,000), not known (cannot be estimated from the available data).

Immune system disorders

Not known: anaphylaxis, allergic reaction

Nervous system disorders

Not known: dizziness, headache

Respiratory, thoracic and mediastinal disorders

Not known: dyspnoea and/or wheezing

Gastrointestinal disorders

Not known: nausea

Hepatobiliary disorders

Not known: jaundice due to hepatitis (typically resolves on cessation of alverine), liver function test abnormal

Skin and subcutaneous tissue disorders

Not known: rash, itching

Stop use and ask a doctor if: you have any of allergic reactions including anaphylaxis.

Inform your physician in case of any adverse reaction related to drug use.

13- Overdose and treatment

Symptoms: There are no known literatures on signs and symptoms of overdosage reported with alverine.

Treatment: When overdosage occurs, the patients should be clinically monitored and treated by supportive therapy.

14- Pharmacodynamics y — -

Pharmacotherapeutic group: Other drugs for functional gastrointestinal disorders.

ATC code: AO3 AX08

Alverine citrate is an antispasmodic that actsdirectly on intestinal and uterine smooth muscle.

It is used orally for the relief of pain associated with intestinal smooth muscle spasm in the treatment of gastrointestinal
disorders such as irritable bowel syndrome, pain due to uterine smooth muscle spasm in the treatment of dysmenorrhoea.

15- Pharmacokinetics

After oral administration, alverine is rapidly converted to its primary active metabolite, which is then further converted to
two secondary metabolites. There is a high renal clearance of all metabolites indicating that they are eliminated by active
renal secretion. The peak plasma level of the most active metabolite occurs between 1 and 1% hours after oral dosing.

The plasma half-life averages 0.8 hours for alverine and 5.7 hours for the active primary metabolite.

16- Packaging available
Box of 3 Alu/PVC blisters of 10 tablets
17-Storage: Store at the temperature not more than 30°C, in adry place, protect from light.

18- Shelf-life: 36 months from manufacturing date.
19- Specification: Manufacturer's
20- Name, address of manufacturer:

GLOMED PHARMACEUTICAL COMPANY, Ltd.

Address: 35 Tu Do Boulevard, Vietnam — Singapore Industrial Park, An Phu Ward,
Thuan An City, Binh Duong Province. Tel: 0274.3768823; Fax: 0274.3769095
GLOMED - A SUBSIDIARY OF ABBOTT INVESTMENTS LUXEMBOURG S.A.R.L
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