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» Insulin is a protein that affects the metabolism of glu-

cose. It is obtained from the pancreas of healthy bovine
or porcine animals, or both, used for food by humans.
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Insulin Human (Genetical Recombination)
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INSULIN, HUMAN

Insulinum humanum
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DEFINITION

Human insulin is a 2<chain peptide having the structure of
the antidiabetic hormone produced by the human pancreas.

Content: 95.0 per cent to 105.0 per cent of human insulin
CasrHygaNgg0,,S, plus A21 desamido human insulin (dried
s

M, 5808

12. EPSICEEMEHhTLVS Insuline,

Human

ThH. K% (Content) MIEHIZEME
Twsd (®12),

USP31 @ Insulin Human . —&KDTS
FIFHNRT IV BO—XFRRE TRl X
h, ZF$HMO_ 2027 4 FiEE.
¥R, 2F R, CAS FENRFEMN TS,
723, USP @ Insulin Human |, {3
H|ZEWC L 2RETME T, 74 DA




Insulin Human
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Insulin (haman) [/ 106]-65-0].

» Insulin Human is a protein corresponding to the ac-
tive principle elaborated in the human pancreas that af-
fects the metabolism of carbohydrate y glu-
cose), fat, and protein. It is derived by enzymatic
memi:mdmﬁﬁ;&mwpmmmﬂam
amino sequence appropriately.
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process. Its potency, calculated on the dried basis, is
not less than 27.5 USP Insulin Homan Units in each
mg. The content of Insulin Human derived
from , determined by a validated method, is not
memmlOmehehwundenvedmmm
tent of Insulin Human derived from a recombinant
DNA process, determined by an and vali-
dated method, is not more than 10 ppm. The host cell
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mandmvedﬁnmammnﬁnmmDNAprmmw-
lizes eukaryotic host cells are deterrined by a vali-
| dated method.
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Celmoleukin (Genetical Recombination)
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» Vasopressin is a polypeptide hormone having the

properties of causing the contraction of vascular and

other smooth muscles, and of antidiuresis. It is

pmedbyq«mhesisorobmundfwmdwpcsmargb‘;

of the pituitary of healthy, domestic animals used for

foodbéhummluvamweswucﬁmymnoﬂnnhm
USP Vasopressin Units per mg.
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UROKINASE

Urokinasum

DEFINITION

Urokinase is an enzyme, obtained from human

urine, that activates plasminogen. It consists of a

mixture of low-molecular-mass (LMM) (M, 33 000) and
high-molecular-mass (HMM) (M, 54 000) forms, the
high-molecular-mass form being predominant. The potency
is not less than 70 000 International Units per milligram of

PRODUCTION

It is produced by validated methods of manufacturing
designed to minimise or eliminate microbial and viral
contamination and vasoactive substances; in particular,
adequate measures to inactivate viruses are taken, such as
heating of the substance in solution at 60 °C for 10 h.
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Chorionic Gonadotropin

» Chorionic Gonadotropin is a gonad-stimulating poly-
peptide hormone obtained from the urine of pregnant
women. lts potency is not less than 1500 USP Chon-
ouicGomdoiminUnilsinmhm%.mdnmkssm
80.0 percent and not more than 125.0 percent of the po-
tency stated on the label.
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GONADOTROPHIN, CHORIONIC

Conadotropinum chorionicum

DEFINITION

Chorionic gonadotrophin is a dry preparation of placental
glycoproteins which have luteinising activity. The potency is
not less than 2500 IU/mg.

PRODUCTION

Chorionic gonadotrophin is extracted from the urine of
pregnant women using a suitable fractionation procedure.
It is either dried under reduced pressure or ied. It
is prepared in conditions designed to minimise or eliminate
microbial and viral contamination. The manufacturing
process must have been shown to reduce any viral
contamination such as hepatitis virus or HIV by appropriate
validated methods.
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HEPARIN SODIUM

Heparinum natricum

DEFINITION

Heparin sodium is a preparation containing the sodium salt
of a sulphated glucosaminoglycan present in mammalian
tissues. On complete hydrolysis, it liberates D-glucosamine,
p-glucuronic acid, L-iduronic acid, acetic acid and sulphuric
acid. It has the characteristic property of delaying the
clotting of freshly shed blood.
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n=1t021 , R=Hor SO;Ma , R = SO4Na of CO-CHy
R2=Hand R3=CONa or R2=CO;NasndR3=H

DEFINITION

Sodium salt of a low-molecular-mass heparin that is obtained
by radical-catalysed depolymerisation, with hydrogen
peroxide and with a cupric salt, of heparin from bovine or
porcine intestinal mucosa. The majority of the components

have a acid structure at
the non-reducing end and a 2.V,
structure at the reducing end of their chain.

heparins (0828), with the
modifications and additional requirements below.
The molecular mass ranges between 4000 and

mass-average

6000 with a characteristic value of about 5000,

The degree of sulphatation is 2.0 to 2.6 per disaccharide unit.
The potency is not less than 75 IU and not more than 110 IU

of anti-factor Xa activilty per milligram calculated with
reference to the dried substance. The ratio of anti-factor Xa

activity to anti-factor [la activity is between 1.5 and 3.0
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HEPARIN CALCIUM

Heparinum calcicum

DEFINITION

calcium is a preparation containing the calcium salt

ucosaminoglycan present in mammalian

tissues. On complete hydrolysis, it liberates D-glucosamine,
p-glucuronic acid, Liduronic acid, acetic acid and sulphuric
acid. It has the characteristic property of delaying the
clotting of freshly shed blood. The potency of heparin
calcium intended for parenteral administration is not less
than 150 1U/mg, calculated with reference to the dried
substance. The potency of heparin calcium not intended
for parenteral administration is not less than 120 1U/mg,
calculated with reference to the dried substance.

PRODUCTION

It is prepared from the lungs of oxen or from the intestinal
mucosae of oxen, pigs or sheep.

It is produced by methods of manufacturing designed

to minimise or eliminate microbial contamination and
substances lowering blood pressure.
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