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SOMATROPIN
Somatropinum

CSQOH }SZBN262OSOOS7

DEFINITION

Somatropin is a protein having the structure (191 amino-acid
residues) of the major component of growth hormone
produced by the human pituitary. It contains not less than
91.0 per cent and not more than the equivalent of 105.0 per
cent of somatropin{3?) (CegH 52sN26201005), calculated with
reference to the anhydrous substance.

PRODUCTION

Somatropin is produced by a method based on
recombinant DNA (rDNA) technology. During the course

of product development, it must be demonstrated that

the manufacturing process produces a product having

a biological activity of not less than 2.5 IU/mg, using a
validated bioassay based on growth promotion and approved

M.22125

by the competent authority.

requirements.

Somatropin complies with the following additional

Fig. 4
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Filgrastim (Genetical Recombination)
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ERYTHROPOIETIN CONCENTRATED
SOLUTION

Erythropoietini solutio concentrata

APPRLICDSR VLERYLLEAK EAENITTG?A
EHéSLNENIT VPDTKVNFYA WKRMEVGQQA
VEVWQGLALL SEAVLRGQAL LVNSSQPWEP
LQLHVDKAVS GLRSLTTLLR ALGAQKEAIS
PPDAASAAPL RTITADTFRK LFRVYSNFLR
GKLKLYTGEA ?RTGD

M, approx. 30 600

DEFINITION

Erythropoietin concentrated solution is a solution
containing a family of closely-related glycoproteins which
are indistinguishable from the naturally occurring human
erythropoietin (urinary erythropoietin) in terms of amino
acid sequence (165 amino acids) and average glycosylation
pattern, at a concentration of 0.5 mg/ml to 10 mg/mi, It
may also contain buffer salts and other excipients, It has a
potency of not less than 100 000 1U/mg of active substance
determined using the conditions described under Assay and
in the test for protein,

PRODUCTION

Erythropoietin is produced in rodent cells in vitro by a
method based on recombinant DNA technology.

Prior to batch release, the following tests are carried out on
each batch of the final product, unless exemption has been

granted by the competent authority.

V27 FAF 4 (RIGTHEBRZ)

Lenograstim (Genetical Recombination)
TYERAFAL

Mirimostim
ATV RAF A (RIBTFHBL)

Muplestim (Genetical Recombination)
FNFTTRAF L (RIZTFHEEZ)

Nartograstim (Genetical Recombination)
D6 RBERENTW S,
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Fig.5

FiliR2) | I KEIrFHANRERRBEIC L - T
Wwd, o8, [V 7I92F56 (RI5FlR2)],
[ 740772 F 46 (RiETFEBL)] 12, BANIC
INBENTWwAE, USP, EPiciE, IRINTwi
v,

e =—HEERFHEOFKICERTILEHB &
LT, ) 2RoRxF BRI, Tobbilt
BEFrEETHEYME (L), cu=—HKERF
PEETHEMHE L MM, 478 CASH
5, 2, RT7FFHEBMCOWTY, T BRE
Bl (A7 4 FREEAERD), 2FR, 2FR,
LEMH B,
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11 A8 HHAXRHFHRESHBRE). (http//www.
nihs.go.jp/mhlw/jouhou/jp/index.htmL).
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9)
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The use of common stems in the selection of

Intenational Nonproprietary names (INN)

for pharmaceutical substances, WHQO (2004).

(http://www.who.int/medicines/library/

gsm/stemdoc2004.pdf).
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USP dictionary of the USAN and Intenatio-

nal Drug Names (2003).
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Table 10 REMMERRE 3 BEOMEES
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L9, 2 oNWEN»H) 7. 1 oHIZEMEAIL
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Table 14 BEIELEEFIZOWT
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Table 15 ZEFBWOLIEIZ DT
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Y7o, BET AN BELAT—X, bUETO
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Table 16 ZE{FHROFHRULH
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- EESOBLE TEEFHEFAR-CHATHERRICE
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HEET D FIE
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BT TRBUTS 2L 2R L THBESERT S
Fik
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24thEEmﬁ&(@ SHRFN)
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sk
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TCT—I X=X ERETHZLIZE- T, WMEWE
P FEEHEET 5 REETT (Table 18).
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FE2: OPAICLARR M1 S AR
FiE S PITC U T AESHEE(LE
Fik4:AQC 7 VT AkEE(LE

FiE 5 OPA 7 v 5 ASEEK(LIE
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THUIEEMEN CEM R o 3R A 4 ' ES D
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10.5 HABREERE
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