Haema-caps

Integrated formula for prevention and treatment o
iron deficiency anemia

COMPOSITION:
Each Soft gelatin capsule contains

Active Ingredients:
~ Ferrous fumarate 54984 mg -~ Folic acid 2m

to iron 115 mg, - Calcium Gluconate 7516 mg
- Vitamin B1 (Thiamine HCL) 15 mg Eq. to Calcium 7mg
- Vitamin B2 (Riboflavin phosphate) 254mg - Copper Sulphate anhydrous 628 mg
Eq_ to Riboflavin 2mg Eq. to Copper 25mg
- Vitamin B (Pyridoxine HCL) 10 mg - Manganese Chloride Tetrahydrate 9mg
- Vitamin B12 0.19WS 75 mg Eq.to Mn 25mg
Eq to(Cyanocobalamin) 75 meg - Taurine 15 mg
- Calcium Ascorbate dihydrate 6052 mg - Safflower Oil 270 mg
Eq. to Ascorbic acid 50 mg Eq. to Linoleic acid 200 mg
- Vitamin E (D-Alpha Tocopherol Acetate) 5 mg - Linseed Oil 90 mg
- Vitamin D3 dry 100 CWS 4mg Eq. to Linolenic acid 45 mg
Eq. to Cholecalciferol 400 LU

Soybean oil, Lecithin, Polysorbate 80 (Tween 80), Crospovidone XL.
Capsule Shell: Gelatin, Sorbitol, Glycerol, Sodium Ethyl Hydroxy Benzoate, Sodium Propyl Hydroxy Benzoate, Ethyl Vanillin, Iron Oxide Black, Iron Oxide Red, Purified Water
Pharmaceutical form: Soft gelatin capsule

Dosage and Administration:
One capsule daily, preferably after meals.
Clinical Pharmacology:
Pharmacodynamics

Vitamin B1 (Thiamine
Thiamine (as the coenzyme thiamine ciated with Thiamine also acts as a co - enzyme in the direct
oxidalive pathway of glucose metabolism. In thiamine dehency, pyravic and lacic acids accumeaie in the tses, The pyruvate ion is involved in the biosynthesis of
acelylcholine via its conversion o acelyl co-enzyme A, through a thiamine-dependent process. In thiamine deficiency, therefore, there are effects on the central nervous
system due either to the effect on acetylcholine synthesis o to the lactatee and pyruvale accumulation. Deficiency of thiamine results in fatigue, anorexia, gastro-intestinal
disturbances, tachycardia, irritability and neurological symptoms. Gross deficiency of thiamine (and other Vitamin B group factors) leads to the condition beri-beri
Vitamin B2
Riboflavine is phosphorylated to flavine and flavine adenine dinucleotidc which act as co-enzymes in the respiratory chain and in oxidative
phosphorylation. Riboflavine deficiency presents with ocular symptoms as well as lesions on the lips and at angles of the mouth.
Vitamin B6 (Pyridoxine)
Pyridoxine, once absorbed, is rapidly converted to the co-enzymes pyridoxal phosphate and pyridoxamine phosphate which play an essential role in protein metabolism
Convulsions and hypochromic anaemia have occurred in infants deficient in pyridoxine:
Vitamin B12 (Cyanocobalamin]

Vitamin B12 is presentin the body mdvn\y as

and as adenoc ind hese act as co-enzymes in the trans methylation
enzyme to muml co-enzyme and with ru\du in several metabolic pathways respectively.
Delicency of Vitamin B12 inlerires wilh menmpmm and produces megaloblastic anemia

Vitamin C (Ascorbic Acid)

Vitamin C cannot be synthesized by man therefore a dietary source is necessary. It acts as a cofactor in numerous biological processes including the hydroxylation of
proline to hydroxyproline. In deficiency, the formation of collagen is therefore impaired. Ascorbic acid is important in the hydroxylation of dopamine to noradrenaline and
in hydroxylations occurring in steroid synthesis in the adrenals. It s a reducing agent in tyrosine metabolism and by acting as an electron donor in the conversion of folic
acid to tetrahydrofolic acid is indirectly involved in the synthesis of purine and thymine. Vitamin C is also necessary for the incorporation of iron into ferritin. Vitamin C
increases the phagocytic function of leucocytes, it possesses anti-inflammatory activity and it promotes wound healing. Deficiency can produce scurvy. Features include
swollen inflamed gums, petechial haemorrhages and subcutaneous bruising. The deficiency of collagen leads to development of thin watery ground substances in which
blood vessels are insecurely fixed and readily ruptured. The supportive components of bone and cartilage are also deficient causing bones to fracture easily and teeth lo
become loose. Anaemia commonly occurs probably due to Vitamin C's role in iron metabolism.

Vitamin D

Vitamin D facilitates absorption and utilization of calcium and phosphorus protects against muscle, weakness, and is important in prevention and treatments of
osteoporosis.

Vitamin E

Vitamin E deficiency has been linked to disorders such s cystic fibrosis where fat absorption is impaired. It is essential tor the normal function of the muscular system and
the blood.

Calcium

Calcium is an essential body electrolyte. It is involved in the maintenance of normal muscle and nerve function and essential for normal cardiac function and the dlotting
ofblood. Cacum s mainly found in the bones and teeth. Deficiency of calcium leads to rickets, osteomalacia in children and osleoporosis in the elderly.

Coppe

Traces of copper are essential to the body as constituents of enzyme systems involved in oxidation reactions

Manganese

Manganese is a constituent of enzyme systems, including those involved in lipid synthesis, the tricarboxylic acid cycle and purine and pyrimidine metabolism. It is bound
to arginase of the liver and activates many enzymes.

Taurine
Taurine is an amino acid involved in bileformation;the fvr converts bile acid into bile sals by conjugltion with Taurine. It helps also n absorpton of fat soluble vitamins.
Linoleic & Linoleni

They are essential fatty acids which combine with phosphates to form phospholipids which serve as structural components of cell membranes.

Pharmacokinetics:

The following account describes the absorption and fate of the active constituents of Haema-Caps®

Vitamin B1(Thiamine)

Thiamine is absorbed from the- gastro-intestinal tract and is widely distributed to most body tissues. Amounts in excess of the body's requirements are not stored but
excreted in the urine as unchanged thiamine or its metabolites.

Vitamin B2 (Riboflavine)

Riboflavine is absorbed from the gastro-intestinal tract and in the circulation is bound to plasma proteins. It is widely distributed. Little is stored and excess amounts are
excreted in the urine. In the body riboflavine is converted to flavine mononucleotide (FMN) and then to flavine adenine dinucleotide (FAD).

Vitamin B6 (Pyridoxine)

Pyridoxine is absorbed from the gastro-intestinal tract and converted to the active pyridoxal phosphate which is bound to plasma proteins. It is excreted in the urine as 4
- pyridoxic acid.

Vitamin B12 (Cyanocobalamin)

Cyanocobalamin is absorbed from the gastro-intestinal tract and is extensively bound to specific plasma proteins. A study with labelled Vitamin B showed it was quickly
taken up by the intestinal mucosa and held there for 2 - 3 hours. Peak concentrations in the blood and tissues did not accur until 8-12 hours after dosage with maximum
concentrations in the liver within 24 hours. Cobalamins are stored in the liver, excreted in the bile and undergo enterohepatic recycling, Part of a dose is excreted in the
urine, most of it i the first eight hours,

Vitamin C (Ascorbic Acid

Ascorbic acid is readily absorbed from gastro-intestinal tract and is widely distributed in the bodly tissues. Ascorbic acid in excess of the body's needs is rapidly eliminated
in the urine and this elimination s usually accompanied by a mild diuresis.

Vitamin E

Vitamin E is absorbed from the gastro-intestinal tract. Most appears in the lymph and is then widely distributed to all tissues. Most of a dose is slowly excreted in the bile
and the remainder is eliminated in the urine as glucuronides of tocopheronic acid or other metabolites.

Folic Adid

Folic acid is absorbed mainly from the proximal part of the small intestine. Folale e considered to be during absorption
Folic acid rapidly appears in the blood where itis extensively bound to plasma proteins. Some folic acid is distributed in body s, some s excreled s olae n the arng
and some is stored in the liver as folate

Ferrous Fumarate (Iron)

Iron is absorbed chiefly in the duodenum and jejunum. Absorption is aided by the acid secretion of the stomach and if the iron is in the ferrous state as in ferrous fumarate.
In conditions of iron deficiency, absorption is increased and conversely, it is decreased in iron overload. Iron is stored as ferritin

Copper Sulphate (Copper)

Copperis absorbed from the gastro-intestinal tract and its major route of excretion is in the bile

Manganese

Manganese salts are poorly absorbed

Indication:

Treatment of Iron Deficiency Anemia associated with increased demand of vitamins and minerals included in the formula

Contraindications

- Hypersensitivily to active substances or to excipients.

- Hacmochromatosis and other iron storage disorders.

Precautions & Warnings

While taking Haema-Caps®, both protein and energy are also required to provide complete nutrition in the daily diet. No other vitamins, minerals or supplements with or
without vitamin A should be taken with this preparation except under medical supervision. Do not exceed the staled dose. If symptoms persist, consult your doctor.

The product contains Lactose: Patients with rare hereditary problems of galactose intolerance, the Lapp lactose deficiency or glucose-galactose malabsorption should
not take this medicine.

Drug Interactions

- Folic acid can reduce the plasma concentration of phenytoin.

- Oral iron, Calcium and Zinc sulphate reduce the absorption of tetracyclines.

Pregnancy & Lactation

Haema-Caps® may he administered during lactation at the recommendation of the physician. Not to be used during the first trimester of pregnancy.

Side effects

No undesirable effects due to Haema-Caps* have been reported and none can be expected if the dosage schedule is adhered to,

Overdose

No cases of overdosage due to Haema-Caps have been reported. Any symptoms which may be observed due to ingestion of large quantities of Haema-Caps will be due
{0 the fat soluble vitamin content. If iron overdosage is suspected, symploms may include nausea, vomiling, abdominal pain, hacmatemesis, rectal bleeding, lethargy and
circulatory collapse. Hyperglycaemia and metabolic acidosis may also occur. Treatment should be implemented immediately. In severe cases, after a latent phase, relapse
may occur after 24 - 48 hours, manifested by hypotension coma and hepatocellular necrosis and renal failure.

Treatment

The following steps are recommended to minimise or prevent further absorption of the medication:

1. Administer an emetic

2. Gastric lavage may be necessary to remove drug already released into the stomach. This should be undertaken using desferrioxamine solution (2 gf). Desferrioxamine
5 gin 50 - 100 ml water should be introduced into the stomach following gastric emptying. Keep the patient under constant surveillance to detect possible aspiration of
vomitus; maintain suction apparatus and standby emergency oxygen in case of nee

5. A drink of mannitol or sorbitol should be given to induce small bowel emptying

4. Severe poisoning: in the presence of shock andor coma with high serum iron levels( > 142 umol), immediate supportive measures plus i, infusion of desferrioxamine
should be instituted. The recommended dose of desferrioxamine is 5 mgikgsh by slow ix. infusion up to a maximuin of 80 mg'kg/24 hours. Warning: hypotension may
occur if the infusion rate is too rapid,

5. Less severe poisoning: im. desferrioxamine 50 mg kg up to a maximum dose of 4 g should be given

6. Serum iron levels should be monitored throughout.

7. Any fluid or electrolyte imbalance should be corrected

Pack

Carton Box containing 4 (AL/Colorless transparent PVC;PVDC) strips, each of 7 soft gelatin capsules + inner leaflet

Storage

Store at temperature not exceeding 2
Shelf life: 2 Years.

In dry place

Keep all medicaments out of reach of children

Manufactured By Safe Pharma For
AMOUN PHARMACEUTICAL CO. sAE.

El-Obour City, Al Qalyubia, Egypt.

| <Grou> |

o A o Al A A Sy Sl
nvo, Sl g~ o s 3
v o o [T
PR e V08 (bigh o5 Nas0) Yo patih =
mrio oy Mo GAIS:
(=R e (PRSI
—reo o Worcstia-
0 fomnsa.o (tlstsinn) 5
v oor o s g e
e o ol o ok
A S 3 3= a0 a
e €0 sl e GBISy et bl ¥ el -
RN oIS S oIS

ot

iyt oS Al e gl

5 ey sl s sy e S B s g 3 e A B3

et g el 51
etyalteliasly de ot

Catedls il
el o LS 5 il st Lo iy L5y WS

1y iyt
(Enald) Voo nalid

Aona¥ 3 AU el e 153l Bl 3 3ol il S 3 61 e el g s st S0 iy (nel ] gy sl o) cnel il &

e 51 L o 300 el Sl 3 Ll o sy el el e A1 Al I3 (o0 |-t 51 it 1l e 3 S il ipand] o501 o

e pualics) onell L il 538 st o0l sl il oo s gl Sl b S ool gl 5 ol ) N ity | e 515 e 5| cnls Sl o8 5
sl Wl 1 (5 o
(calage) Yo aalid
R N ]
(anSpi ) o natisd
o ol 3 pmer
(ot ) o i
23 ] e sl 5591 a5 shen ]y (o Y 5 et 53 b 35 L5 e s U551 el ¥ 35 a0mg ¥ sl ¥ i ] e el 3 Vo el g
Seslnse ) 13 530 gl pall 255 g 1Y ol 5 il s oL Bl 35 3 S350 s e sl
(g€l aan ) g omad
(5 RSIE 5ol Ao Ll i Vigly b Ry £ a5 S Y
el s 5 ) s . 5N s AN
550l 2 4 g 63350 7 s iy o ot oS 5 a3 o il sl 38 e 1|
A onaliadl] b sl o35 o oSy
S AR Al 5 g g O Sy g ity
VR

s b sl

LT

ekl b il

el oL 3 f 152y ] e i o Sy 0 k51 ol a1y i 5

(Lol hong Spean) S g el 53 e prlal] S 3 028y Sl g il By 055l el 58 o 533 ol 5301 bty gty S e Sl Sl 2 s

o il 3 i o S 55100 1 ] S L )
] o A LS s 1 Gl ) A 9 050 S sy
28780 o LA ey I 5L a8 83l e 5 oLl 1

8 e line oL ¢ i Janss e

54035101 130 2 000 S 008 33 05

158 illsy (a7 el e

Ul 8 et g il iy g 3470 Al ik R s Bupat) e 81 5 3 0 W51 (s 3y ] o a5 oy 201 Lty L) s 1305 s y3)

] b O 293 e S 10,58 S

el 153 0ty Ll S iy 5 il il g g LU Sl 2 a5 o
o

g inc 1y 5l Al gl Bl 3 ol 3 - i IS i
ol S0l 2y

st

LS L)y L 3 S 5 G L) e s ey a3

5 e i 036 200 iy 531 Rl ] g LgigSI (a3 pn ulmill (o AL sl
it

) o gl ey I Sl 3] ] el vt el ) 813 B ST A3 e 3399 8 S5 3 BSL01 lag51 Loh Lay g 501 i ol (S 50 Sl

D236

28 1350 AL il ol e el 1L ol 31 Byl 3l il ban ¥l gt S i ] S35 2 it ] a5 0l
RPN RN

0 il iyl S igall g s Byl Bins nben] o
LA At

<S58 U A1 (5 S o solicia] I iy
(canl) o natisd

Sapmms i Gy gl Sl G o dalsial
(calage) Yoo nalid

Lot

st

&l g 1y S sl o 55 (S0 ) 5 35150 a1 555 ¥y el Rl

23 1 el 2y Sl b L ol (503,01 501 e el 5 32550 (55 190 s i L3Ot i P ]
A3t S ) 030 M S s

(S ) S Crali

ety S ) 533515, L3 i a5l ] S g 1 Jn 01 5l e 0 sl omlomil

(Cne¥ligS gilew) 1Yo (el

Lot rncagl gl G o e i poluci
pdeall 3 Ll alidll @y vl 2 crea¥1osS 033509 4L TE I35 (3 1 36 200 oW ol Jpemg o il g B YA
A el L

(gl paan) g onatis

1l 5 8 3 3 i e ) Sl e 0 Sl palictl

AL S8 s ¥y el 7Y
asels dsdl el o

i g ] B s L5 s Vs Gy 33281 Ll i

3 Com Ll G 413 5t bl ) g

e gt 1331 L5 5 Loy Bk ] By B L] sl il L e €l pam L3 Ul 3

(2) cnad

ol ] SIS 5T g 0y S0 e g Syl Bigum 8 Jpal) on gy Lo 3L ol pdacall 3 a5 Ayl (e A S (1 daaigh o 0 (omy lasliasll alina 2 pgliny . Apeingdl 3L (ya (8) Cmaliss s
-

5151 53 55 093 (77 ) Sl 5 55 293 LIBSELAN nam Com (V) 5 -l Bl (2 ey S 3535 Apningl) SLEEN (pn Ry s

ERRe

53l Sl s S el il e i L el 5o 21 Sl el 5 83 ¥ ol 50 o ol S5 il e i
505 50m 8 0 5 5 R L ) o Sl 19 5 2y e Ly ) B 3 5 il e (0 Ly
Spatolesd

31580 Sl ol 3 e B ol S syl iy
it 300 5 sl 351 | Wl

et

etV iy oSl e o lna¥l ol gl S Sl gt s 55 LS st Ao il OIS 3] ol s 5ot nes

Seingl Ll on il iy
pres)

Ry it 3l i

Jlasia¥l peigs

il 33! ol 5 ian Bl ¥ 5l ) el ol s 5 L L1 ¥ 30 S iy
e gitse

ATl ) Bl gl e ) Rl =

teall 2 580353 o 1 Gl

gl 52353 il sl (o Ly pesilas Spasa
ity Sl 31
135 e i e %S e 3 ¥ . papll 2151 L 3 RIS B30l Laa S Bl 53350 s Sl ol o121
5T e sl s

1901 130 3L s el o 35 S5t pmlical e 35U 51 S5V e i 5550520 5o sl irlall
s aSteti

(il 5) ipamd 5Ll il ) Gl AT 5513y ) i 5 5 (i) 138 L3N 545 o i O gl a5
gy et

el s i i 1 51 %St 53 S

iyl e il 13530 B

RNC RS R E) A ¥

52,30 eyl 101 Ul 3 g 5] 135 (S oS Las s Lo g o 5

B4 10 gl 5 3oyl L il i gt (35 St (3 S 1S LD ot B30 2l ST oS Lt o il ) i U 30
3l S 3 1353 Sl o 81 AR el i ) S Bl L] g 23 gyl Sty oLty i) sy Rt LYy ol lly Sy a2y LN o1 i
1 il 40 i 1 i LA ey b ey el T4 s oSl Sty 28 3545 U e
st

) 5531 e} WSS A sy rmse

ol plaat -y

0 el s 5ol o o © gm0/ oY) ol s Jpls iy 1n a5l 5 Jlly bl 1301 ol ol om0 540 ok g S ¥
L) ¥ Al (3 i 6l 13 ) 3 ol 5Ll 25305510 il Bl SLESY 3 k) 23021 o g ] gy ol 1,81 e

TRRPO

B syl 5505 ey U

ey paall e e

23800 e 58 531150 syl 5
o (il peioss) om L oot Bl (b pebins) st gl i ol MY B3 1623 (53 1500 187 018 ol s 105 o )t 2 s sl
T e 5] IS 151l it il g 353 il 28 (Rl T8/l 38/ il A0) i sl J&\M‘.v‘au&(uk/e\»#/ﬂ‘)ﬂ—»ﬂ

(1 ) 1 U] 3l ] s o (185 / il 87 ) 8y ( el ) el Sl o £ 30m o sl =0

Ml e 18t Sl A8 e 1
LS 51 s o i 1 gl i ¥
v

025 g 4 S ¥ e oo S i o (A o 53 et i et/ i) £ e i 085 e
et

il OIS Ly g B3 YO e 35 W 51 3 B daims

Shale &Skl oan

PR S

Ji ;,IA‘XIJel 10 oy ch; 2 4 :9,‘x|v\

[, )
VO01-9/12/2021

P150152.08
333

R I <€
pc 493N (1901 AS 52
puara ¢ Apguall guadl daa

> |




