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Each tablet contains
500 mg matformin
hydrochloride.

Store at 20°C to 25°C
(68°F to 77°F):
axcursions permitted
10 15°C 10 30°C
(59°F to 86°F) [sea
USP Controlled
Room Temperature].

Dispensa in a tight,

light-resistant container

[see USP]

Usual Dosage:
See packags insert

398518

FOA

L S

YES L m e b B 0L

100 Tables  NDC 60505-0260-1

Metformin _

Hydrochloride
Extended-Release
Tablets, USP

500 mg

PHARMACIST: Dispense the enclosed

Patient Information Leaflet to each patient.

K Only APOTEX CORP.

Marvsdactred by:
Apctex Inc

Toroeso, Ontano
Canada MaL 179
Marfactred foe-
Apctex Corp.

Weston, Florida 33326

'tiredness

" nausea
"vomiting

¥ stomach pain
®dizziness

* lightheadedness
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Ingredients (mg)

Metformin HCI HPMC K100M Guar gum mcc Mg. stearate Total
F1 500 100 _ 390 10 1000
F2 500 150 - 340 10 1000
F3 500 200 _ 290 10 1000
F4 500 _ 100 390 10 1000
F5 500 - 200 290 10 1000
F6 500 150 50 290 10 1000
F7 500 100 100 290 10 1000
F8 500 50 150 290 10 1000

MCC: Microcrystalline cellulose, HCl: Hydrochloride

[V II5T IS s 03 03 IS 55 s pin .8 o 000 S 5le sla o 3 Sed ol

OpVyo b o2 Gl o B G n 5 05 Dl el (o

Formulation Hardness! Friability? Weight Drug content* Thickness?
code (kg/cm?) (%) variation* (%) (%) (mm)

F1 7.39+0.36 0.12:0.14 1001.68£2.13 99.54 442:008
F2 7.10£0.58 028:0.11 1001.28 £4.13 99.84 453:0.04
F3 755£063 0290.12 100148 £3.13 97.23 429:0.07
F4 632022 025:0.17 1000.68 £6.23 99.24 4432003
F5 644012 035:022 1001.38 £5.43 99.84 453:0.06
F6 6.62+0.54 027071 998.26 £ 3.46 98.84 442:0086
Ef. 6.80£0.83 044035 998.38+£543 99.44 4422007
F8 6.72+0.18 039058 1003.18 £3.44 98.44 4.52:0.03

DVl s siie LIS 550n S5 5le sla o 3 il sl 2l

Formulation code t,% (h) t, % (h) t, % (h) MDT (h)
F1 0.5 22 4.8 2.1
F2 0.6 25 5.6 3.14
F3 1.2 35 6.7 3.91
F4 0.4 1.9 45 2.52
F5 0.6 23 5.1 2.74
F6 0.5 25 6.1 3.26
F7 1.6 46 8.5 4.95
F8 19 5.1 9.2 4.92
Glucomet SR 1.3 4.1 8.1 4.69
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A single vial of
insulin can cost
$400 without

60% of Insurance

people with 7.4 million

Type 1 people in

Inability to afford
; the U.S. use
diabetes use insulin is the main

i i E 5 insulin
an insulin cause of diabetic

Sl ketoacidosis

' chemical messenger
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' known as hypo glycaemia, or "hypos"
Y feeling hungry

"trembling or shaking

" sweating

® confusion

* difficulty concentrating
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' chlorpromazine

"fluphenazine

" prochlorperazine

F corticosteroids (inhaled and oral)
®budesonide

* fluticasone

Vprednisone

*betamethasone

‘estrogens
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' conjugated estrogens
" estradiol

isoniazid

* Thyroid

® desiccated thyroid

* levothyroxine

¥ liothyronine
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"Tomato or V-8 juice
" Sugar-free sports drinks

f Sugar-free carbonated beverages
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' Diabetic hyperosmolar syndrome

infection
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' Blood sugar level of 600 milligrams per deciliter (mg/dL) or 33.3 millimoles per liter

(mmol/L) or higher
" Excessive thirst

" Dry mouth
"Increased urination
*Warm, dry skin

" Fever

¥ Drowsiness, confusion
*Hallucinations

* Convulsions

" Coma
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' prednisone
“hydrochlorothiazide and chlorthalidone

“terbutaline
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"USPSTF: U.S. Preventive Services Task Force
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v Fasting blood glucose (FBG)
v' Fasting plasma glucose (FPG)
v Fasting blood sugar (FBS)

230t a3 bl S ARl glacas ple 5l &,
Sl 4 Olbaine 6 S5 5 Sossmile (Rl Jsbien b5 ls sl 3!
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v" Glucose challenge test (GCT)

Glucose tolerance test (GTT)

v' Haemoglobin A1C or glycated haemoglobin
(Hb A1C)

v Two-Hour Postprandial Glucose (2hpp)

<

' glucose oxidase

¥ Jacobs & DeMott Laboratory Test Handbook with Key Word Index
5th Edition, https://vahidlab.ir/
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Diagnosis A1C Level
dL“j’ Loy oV BB
Normal below 5.7 percent
CAJ[J“JJL.{ M)J -\,i L?o,\/w_,
Prediabetes o,vto 6.4 percent
Ca.glié BW- R 1,0 )| u:‘_._y
Diabetes “,0percent or above
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HbA1c MEAN BLOOD GLUCOSE

test score
Diabetes mg/dL mmol/L - L %
Control 14.0 380 21.1 Srods mle 9 i
2 @y =

12.0 315 17.4 \WVT .aas P
11.0 280 15.6 [ ] Lf 7
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Oral Glucose Tolerance
Test

No food or drink 8 to 12 hours prior to test

Drink Glucose

Blood is drawn and tested for the level of
glucose in blood

' Mayo Clinic in Rochester, Minn.
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NGSP HbA1c | IFCC HbA1c | eAG eAG

(%) (mmol/mol) (mg/dL) (mmol/l)
5.0 31 97 5.4

6.0 42 126 7.0

7.0 53 154 8.6

8.0 64 183 10.2

9.0 75 212 11.8
10.0 86 240 13.3
11.0 97 269 14.9
12.0 108 298 16.6

/http://www.ngsp.org i
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Method Interference | Interference | Interference | Interference | Interference
from HbC from HbS from HbE from HbD from elevated
HbF
Abbatt Architect ¢ No No No No -
Enzymatic
Alere Afinion No No No No £
Arkray ADAMS Alc No No HbAle not HbAle not Mo =304 HbF
HA-8130V {Menarini) quantified quantified
(Mo for ver. (Mo for ver.
EU 1.41) EU 1.41)
Beckman AU system | Yest YesT No No L3
(reagent lot
CS5RE192, lot
BO0389 not yet
evaluated)
Beckman Synchron No No No No ki
System
Beckman HbA1c No No No No £
Advanced Bo3009
Cnline Application on
DxC 700 AU
Bio-Rad D-10 (Alc No No No No No =108 HbF
program}
Bio-Rad D-100 {Alc No No No No No =20% HbF
program}
Bio-Rad Variant Il NU | No No No No No =108 HbF
Bio-Rad Mariant Il No No No No No =25% HbF
Turbo 2.0
Crtho-Clinical Vitros No No No No £
Roche Cobas Integra | MNo No No No k]
Gen.2
Roche/Hitachi (Tina No No No No 5
Quant 11y
Sebia Capillarys 2 No No No No Mo =15% HbF
Flex Piercing
Siemens No No No No No =10% HbF
DCA 2000/Vantage
Siemens Dimension No No No No 5
Tosoh 38 Yes) Yes) Yes) Yes) Mo =30% HbF
(Mo for ver. (Mo for ver. (Mo for ver. (Mo for ver.
5.24) 5.24) 5.243) 5.24)
Trinity (Primus) No No No No No =15% HbF
HPLC (affinity)

/http://lwww.ngsp.org e
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Disclaimer

This book has made every effort to make certain that all
information is factually correct, comprehensive, and up-to-date.
However, this information should not be used as a substitute for
the knowledge and expertise of a licensed healthcare
professional. You should always consult your doctor or other
healthcare professional before taking any medication. The drug
information contained herein is book to change and is not
intended to cover all possible uses, directions, precautions,
warnings, drug interactions, allergic reactions, or adverse
effects. The absence of warnings or other information for a
given drug does not indicate that the drug or drug combination
is safe, effective, or appropriate for all patients or all specific
uses.
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