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SPECIFICATION OF PACKAGE INSERT FOR
TITLE OMEPRAZOLE ITEM NO. 34249520) Rev. 04
PAF15MNUE1 OMEPRAZOLE AITEM NO. 34249520)
DEPARTMENT [QUALITY CONTROL DIVISION PAGE 10f5
REVISION HISTORY
Rev.No. Change & Reason For Change Effective Date
01 Initial Release 28 Sep 2015
02 1. Periodic review and update product information. 28 Sep 2017
2. E.Contact information: Add more details of contact person
03 Periodic review and update contact information. 04 Oct 2019
Revise testing procedure from “STP-Printing Material” to “STP-Package
Insert
04 As per effective

11y Product Information 4o Retest period 110 «1 year” 1§lu Refer to

current version of WI-Sampling plan of packaging material ” 31483 Change-
20-041)

uAlusiwaziden Contact Information

date in electronic
system
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NE15MAUET OMEPRAZOLE ATEM NO. 34249520)
DEPARTMENT |QUALITY CONTROL DIVISION PAGE 2 0f5
A. Specification
No. Parameters Specifications
01 | General descriptions Single white paper sheet, printed on both sides, smooth edge with
(@il right angle.
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02 | Material White offset paper Bond paper for offset printing) having a standard
(3d9) weight 60 g/m?
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03 Dimension

(W Dimension Specification
Width (a21un) 195+ 03 cm
Length (A2we17) 275+03 cm
04 | Printing Match with GPO Approved art-work of PACKAGE INSERT FOR
GREAT! OMEPRAZOLE Printing with black color correctly on both sides and

not become blurred.
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B. Packaging (n15uss9)

Bind the folded package insert sheets with rubber band, 50 sheets per bundle and pack in suitable boxes, protect
from contaminating and any damaging, 20 bundles per pack (ot less than 1,000 sheets per pack, every packs must

have the identification of Name (or attach the sample of the box), Supplier lot, Manufacturing date, Amount per
bundle, Amount per pack, and Manufacturing name.

Remark: The manufacturer must sent the certificate of analysis of the paper material and the package insert for
each lot of package insert.
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C. Reference

TIS 287-2533

D. Product Information

Approved source (s) Refer to current version of Approved Vendor List (AVL) of PACKAGE INSERT FOR
OMEPRAZOLE ITEM NO. 34249520).

Sampling plan Refer to current version of WI-Sampling plan of packaging material.
Testing Procedure Test to be performed as per current version of STP-Package Insert.
Retest period Refer to current version of WI-Sampling plan of packaging material.

E. Contact Information

For more detail contact Quality control section 1, Quality control division, Rangsit Pharmaceutical Production

Plant 1.

Head of Quality Control Section 1

Address: The Government Pharmaceutical Organization, Rangsit Pharmaceutical Production Plant 1.
138, Moo 4, Rangsit-Nakhonnayok Rd., Bueng-Sanan, Thanyaburi, Pathumthani, 12110,
Thailand

Telephone: (02)2038000 Ext6019

Email Address: au3 [ @gpo.or.th, rangsitge secO | @gmail.com
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F. Artwork
Artwork of PACKAGE INSERT FOR OMEPRAZOLE.
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Art-work of PACKAGE INSERT FOR OMEPRAZOLE.

OMEPRAZOLE GPO U

(OmeI'aZO].C Capsu ICS) PHARMACOLOGICAL PROPERTIE!

COMPOSITION : Omey b binds o hyds ium edenosine teiph [ ing ATPas) in gaatric
Each capule contzins emepraznle 20 my. parictal cells. The drug does not direedy inhibit thix uneyme system, but instead. It concentrates uatker the ucid
PRODUCT DESCIIPTION conditions of the parietal cell secretory canaliculr, where the drug underyoes rearmangement o its active
OtF-white pellets in flesh color with "OM20" marked on bedy and caramel zolor with "G PO marked on cap, sulfenamude metabohie; this metabolite then reacts with sulthydryl Froups of 11" K™= exchanging AT'Pase,
hard gelatin capsule no.2 ingctivatung the prowon pup, Becuuse he sulfencmide metubolite forms w imeversible covaleal boud 1o H
Omeprazole GI') reduces gastrc acid seeretion throagh a highly sefective mechanism of action It produces K™= exchunging ATPase, acid seretion is inhibifie uniib auhlitional enyime is symihesized, resulling in a
pecitic dose dependent inhib; fthe enzyme H', K' - ATPrse (the proton pump) in the paricial cll, A prolonged dusanon of action.

this action inhibits the fiua) stege of gastic acid formation there 15 effective inhibition of both basal and DRUG INFERACITIONS :
stimulzted acid secration imespective of the smulus 16 acid formulation. All pharmacodynamic effects have ‘I'he absomiion of seme drugs might be aliered dus 10 the decreased intragastric acidity. 'Thus it can be
been ohbserved other thun thase expluined by the effeet of omeprcanle on ucid sceretion, The anset of” pralicted that the absorption of ketoconazole will deercasc during omcprazole treatient, ay it does during

anlisecrelory aclion is rapid, ahout § aour and reversible inhihition of pastng acid secrelipn 1 achieved with treatment with ether acid secreuon inlibitor or antacids. No intcraction of amoxicillin has been fownd. No

once daily dosing interaction with food or coucomitnatly admiinistered antacid has been found.
INDICATIONS ; Omeprazole is metabolized 1n the liver through extochrome 430 2C 19 (CYP 2C 19) 1t ean prolong the
1. Treatuent of deodsual wcer, gastric ulcer, reflux ocsophagius, symplomatic gastrossophagsal reflax ciscase. climination of diazepan, warfarin and phenytoiu. Monitoring of paticats receiving warfann and phenyloin is
2. Ieticobacter pyiori cradication in pepric uleer discase recommended nnd w reduging of dose may be necessary, Plisma concentratiun of smeprazol and
3 Treatment of pathologic QT b y conli . Zollinger-Filison syndeame, multiple endecrine in are i d é

adcaomar, systsmatic neastocytosis), CONTRATNDICATIONS :
DUSAGE: 1ty contraindicated in paticnts with known to or other substituted
Omepeazole is recommendsd 1o be swallawed whole with liquid knd given in the moruing, best if (O Y or any ingeedient in the formufation.
betore brcaktast, PRECAUTIONS :
Duodenal Ulcer - Ural, 20 mg once dally within 24 wesks, Ocensionally, dosages wp 040 mg | Safcty and cfficacy of omeprazole in children younger than 2 years of age have ot beca catablished

daily 10 paticals 1vho have been poorly responzive to therapy with Hloréceptor 2, When gasiric ulcer is suspectad, the possibility f malignancy should be excluded as treatment moy

unlagonists. alfeviute xympunn and deluy disgnasic
Gustrie Ulker - Orul, 40 1y wnce daily for 4-8 wechs, OVERDOSAGE AND TREATMENTS
Reflix eophaitic - 0nal. 20 mg wnce dally for 4R weeks Decasiorally, doxages up o 40 mg defly — The xymptoms of averdoxage arc blurred visinn, confusion, diaphorcsi (increased sweating, drawasincts,
may he ncceasary in kome patients dzyness of manth, Mushing, headache, malaise (gencral facling af discomfort or ilincss). navsea,

Gastroesophageal Reflux Disesso (GERD) - Oral, 20 mg oace dally for 4 weeks. Oceasionally, docges wpto  tachycordia (fast or imeguler hearsbeat).
40 g daily oy be ncesssery in souse pticnts There is na specific antidole for overdose with omsprazole, wreauneat should be syuptomatic end supportive.
Helicsstuseter pytoed (11p) ceadication cegimans in peptic ulcer discase 2 PREGNANCY AND LACTATION
Iople theppy segimens  ~ Umeprazole 20 mg. amoxieillia | g end clanthromyei SU0 mg, all iwiee 3 day Omeprazole chould not be given dunng pregnancy and lactation unless its use fs cons:dered cssential.
for ine werk or ¢ SINF-FFFPCTS

- Omeprazole 20 mg. clanthromycin 250 mg and metronidazole 40U mg, all swice Omeprazole generally is well tolerated. The most frequent side effects associated with omeprazole thcrapy

aday for ons weck.or . involve the G urct; diarrlica, abdonrinal pein, nawsea, vomiting, constipation, Netubence, ste perversion and
- Omearazole 40 nig ance daily with in 500 ing and idwale 400 ueid nguegitation and the CNS; headsche and dizvines. Othor cffcty accur such a upper resginiory el
mg both three s a day for one week irfections, an Increased risk for deveioping community-acquired picumonla, back paln, weakness, rash

Duslibenny regimeny - Omepruzole 40-80 my daily with emoaicillin 1.5 ¢ in divided duses for lwo STORAGH

weeks of omicprazole 40 mg once daily and claitiromycla 500 mg tuee ues 3 Siore below 30°C
day for twn weeks. PACKING :

Pahologic GI Y conditions (e g, Zollings syndrome, multiple codocrine ad Uoz of 10 x 10 capsules

sysiemic mastocytosis) - Orml, 60 mg once daily. The dosage should be adjusted individually and  Revised date
treztment continued b long u iy clinfeully indicated. All puticns withsevere— July 2010
discesc and inadequate responac o ather therapies have been cffectively
controlled. Oral dosages ranging from 20 g every other day (0 360 mg dally
(given in 3 divided doses) have hoen necessary to maintin hazal gasme acid

secretivn. Danly dusuge esveediog 30 iy shuuld be admivistered in divided

Pedluteic Putlents : e and given twice didly. -
Vor the treatment and or CihRI or oroarve h wn pediatrie patients 2 =16
vearsof sge:

Childeen weighing less han 20kg - Onal, 10 mg daily
Chillren weighing 20k ormore - Oral, 20 ruy daily
Flderly :

No dosc adjustment 13 necessary in the eldesly

Dosage in Renal and Hepatic Inupafrment ;

Dusuge adjutment dosy not ppeur necessary in paticate with rens! iinpairment. Howevar, the sdjustinent THE GOVERNMENT PHARMACEUTICAL ORGANIZATION

Ahovuld b dered i patients seith heptic impai A daily duse af 10:20 my may be uficient in such 136 Mon 4, Rangsit-Naldinnnoyak RiL, Rueng Sansn, Thanyahuri, Pathumthan, Thailand
pauents.
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