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SEgRE  WHETHET EVEELSLNETRAT LSBT -=R
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WARBE CHLIBEHNRBIROEENAOSBATRIC DD THERRRNEREL
TWARE, TORBFER., A28 15 btk THERMLZ RS, EX
SRS FEHT ALV IEDTHEHE LOTHLINEIC, FORBERICRIFTTERR
ST LLH LTIV

EHRBOEBEEIERC, BEHRBEOAY F— a VRBRYEIE CHEET 5 <&
THBHELEVHIASBOEIC USP OF ¥ V) 7 L—4 —2HBREOTEICEY Anizhoi
ffE b H 0 . 20074 10 A ICiE, FDA 26 EHRRBOBRMEEOFEODHO YA
FoA4 YyRBEABBRBIhTVWS, BERFETR. BBROoRBRESICoVWTRHEEZNRS
LODO, FOMDOA FT—LEHERICSOVWTREFFHSRALBEAL TS EED
na. FEE S TWADR, Ay FAAL FItBib E3 2/ 2y LroBROE
BCHDH. ZOFRICEH, BAEOBWYS AMLERICEL Y, @DTwRLDLRN
RyEARWPEEINS LS5 ER2Y, Ao REBEHRBROWMERSRICKE2RER
ARIETLVORESAREIAEILRRES. LAL, FRbLOEER, <vEAER
OHLOEBTHLIONEINEDLWEALE L HY ., S0, R—OFEHREBE Tl
fig7z 5 A Oy ENICHONWT, BRE2EFGEHERICL Y LT —2 2o,
R H ) S L— & —Tdh 5 USP 7L F=Y VENERZAWT, Ry BROER

FRMLL.

¥, oA BROKBRELRHAE LT, KEOA—I—DPEREINR TV SHERICR
B H D8RRy EMIOWT, FORROBHEICRIZTERICOVWTHRNLE.

(1) EHRBRBOXRyENOWHRHH

= RIE fzoWWT

W hHE ByiE EIEELELW
AT AL ED)

1-A. WFREEM
EHERIIE N BRSO METEmFE L
LT, BHTEETHY, MNAICHES, MH
FERBREZASEETIHENE L 2T
AHE, EHRBERCEEZ RIFTEROE
8. E9rRBEEo LY F—2a VEAFEIK
LT3, BAEEBEOEEMAOTL. B
HEBEoREOBBEAR Y i Hn SR
KEFEORIELEENDS L ER2oT,
MEEESE L= X OIC, FDA REHRES
OBBMBRIEDHA FIA4 Y BETRLTVS,
—FF T, 2003 FE@EN L, BAEOEEFR
HSABBOHMA—D—DByEALORE
ICHFL.BHEDCDBRARDDIZNL LD
HEES A BHEE L. 2005 SFICiEH RBE O FM M
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gL RIFTZL2MEL TR . Ry
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RyEAORKRIE, AEET TR, ERICE
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HRBBIZIEL 74 FTEHLDOTHEINE

IDEETR L bEZLRD,

BRARIEIC LY, A E 0 RRER
2R F— hEffE L BEbh A M, <y EIER
ZOWTIR. 5D E ZAFONTORRICH S,
IRy EAEROFMIZAV B 5
E=FcREER &M T MERAS®E WD
EICLIRFELTWA,

MELEBEDARIFETIL. PEXH 6 USP B
LTE7-EBHEEmERSE (Performance
Verification Test) 7= DEMEIL, FOBWE
EhHBEN AV DI EEOMMELE
BE3iciEBESEDLVWI EEFRLE
FL., FORHRREREAZME ICFEL, T
ARBRTARL . FRRVOE%RERTHIL
LT,
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F= ARG L AREXERH LTV 585
ABE,

FIT, ET, L F=Y/ EEE LotP %
Ao, ERT 28BS, BREr—ELL
T _yEABROEENREORERDLNS
PIZOWTHRNT Az EE L.

1-B. BfR 5
1. FEf<yEL L2y ELERONE

SNy L LT, 15 FallclEEZR 10
FEL FERENRyELA, VKBS EE
LTRIEERE~_vyE /B, GEERy LY
e TWNAME A —H—D~Xv& C, Kk
DIFFEER DD D~ oL D, FE oK~
wELEENTWARyEIE O 5 MO~
vELEEH L,

Ry A BRUCIEDE, 2oL OW
RAUEZ B EREXRENRES L ¥ — TR
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R b0FRZRIE LE,

2. BHR®RGE®
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045um UFDAL TS 7 4 8 —TAET
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MR RTI R U B RS AW DT-810 24 L=,

1-C. WFoeksE
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WL BBERE, 6 Xy ELORBOEY
filf & BETE{R 22 & LT Table 1 R UFFig.3 125 Lz,
LSEIOREHEEBR TR, WFhoxy e L2
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= RO N

RBETREEIATWVWA 3FEEOENER
BEAVWT, fEOGFHEBRLEEL. &2
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KPR ENA L DiIchoTWAR, DL
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BRI L F=/ AFREOEHEMEICIZEA
YRR RIZFERWIEBHLhER T,

28, SEIEA Ly R, BBET
15 FIELANcMEZR =Ly ELLEATE
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NHOE F O~y EICHERM L TE»<
25, CO¥HOEEIR=O L FTHS,
27 FMRETREROEREZZITIC( (2
A=, BHEWRRIELSWT, B 2RERE
BE/ALNRVWAEERDS, £, 7O
PRI CiIEE#oNANEBREP TR SN
iz, w2 MER L2 IIsEA~T,
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EATEETOEHBRRO LR EHE - 2
3, fEo THRAIOEHZEEZ BT 51
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EADOEICHMLIZIS . vV MHLEBE
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v FBEIE SR O RS, oL v L Ok
MEIXR b= 5720,

AFETH, E—2 <y /LOFEZHERE
LT . FDO=7» MAILSBRERIEL =, 7,
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EBHEBROREHI X USPE LR TH 5 USP
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b 1oy bPoZANE. MHlal bix
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2-1. 7V F=Y VMg O HMRBRE
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=Y ATHER 20 mg ZRIEICKYD A S/ —
NsmLEZMZ TE L KZMATERIZ 100
mL &Lz, ZO#S mL ZERICRY, k%
Mz CIEREIZ 50 mL & L, &EMEEE L,
FEHAT R UM MIRIIC o & | S AT Y
HEHEICEL W RBREZTV., R 242 nm (2B
ZMHEE A RV A ZREL BEHEEZHEL
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AP K 900 mL Z AWV, /S PRI LD
#5750, 75 RO 100 Blis CREE -7=, #HE
FE#., EHE 10mL ZIEREIZE D, FLE 045
um L F DA LT Z 07 4 M E—T Al L,
MODAHESsmL 2EE, RO AHEEZBUEER
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L D RBEITVY, B 272 nm 2B T BRIEE
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2-3. B a 36 LU b OFEHBBRE

ABRIEIT pH6.8 #E 900 mL # Fi\ N, /3 MLk
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DOEBRIIE T AR EREAIER S BHARE
2BV, £-, BIER, mEso=w b
F7EILLIVITo R,
3. R

FEH BBRAE I 1 BY L EE 3 (BF) B! NTR-8000AC,

NTR-6100A 5 X TFHASYE (Bk) ¥ DT-810 %
A=, Ryt —BiIcERH 5B EE
REE+IR EHRBE) C#E L (%)
mEBERTR WREN 7 A<yt (LT,

JP Rytding) WL, E—s~vk
Jbit, DISTEK #:84 PEAK Vessel Z fiVv iz, &
HBRIEROSINESIZ, () BERBER
B Uv-1600 &, £/, WEEEs o= LT
71 () BEMERMLC-10A Y A7 AB X
TALC-2010CHT & A F A% FHW,

C. Wrasss
1. E—2Xy¥er0<v7 FBhIEEER
IPRyEALBERE—XyELERWT,
T K=Y ARMEOEHERETV, ThE
hoFHETO<U Yy MNEROFE L WHIOWR
TR CRELE,
FORE. P XvELTIE, L=/
BERGEORES% X<y ELDETYY
v hEFERLE (Figs). BREiEix@HT, R

BipAE 30 3% TH, ~U Y MEEo TV,

—JF. P—r Ryt Ti, MAREORK, <
wEADEOE—7 REIZDT H I HERMY
HEIDAT, =V MEREBOLEIo

(Fig.7) .

2. JPRyENMEEY—I_RyEAORE

PRy BLIRE—2 Ry AEFHNT
A a B LT b OBFEHERE T,

FTORR,. HAlaZ PRy EALBLUOEY—
IRy ADELLORBEETHL= T b
RIS, 15 SLARITIZIE 100% OEHE
IZEELx (Fig8). —F., BAlbEE—I/ Ry
AT T - PEFERET. 15 DLIRICIE
I 100% DEHFEITEL T, MHla LIFERIC
EHEMEZRLEN, PRyEALTR-T
k&R L. 180 9% THIEHEIT 100%IZ 3
Lizho (Fig9).

3, AFAEEGEE -7y EAOHE
T =/ AR L AT —EE 20mg %
T, V=2 <ot TS 50 BiE0E
HEB L, IPXyEALTOES S0, 715 BLT
100 EiE COBEHRBEZTV. ThEhoEH

EEEEgLE,

FORR, T F= ENEEIL, P <y
ADES 50 EEOERGTIE U FBRRG
., 30 DBEOBEHBIL SOKEBETCH-T-. ¥
— 7 Ry /OES 50 B, IPXyE/ADE
SISBEITI0EETIEY >~ MIRBRT,
30 BEOEHEIX 0% LTHo =, B—Z
Ay N TOES S0 BEEOEHER, JP <
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(Fig.10) .

A AZ —§E 20 mg 1%, P <y ELDESL 50
EiEOFETHR=Y - MBER LR, 30 5D
EHRIT SURETHoT-. E—2 Xy ELD
#4750 [EE, JP < v EADESS 75 35 LT 100
BEETI~Y v b 2EHRET. 60 SEOEH
BZIFIF100%THoT2, E—2_yEALTO
4y 50 EEOEHEERIL. P <Xy EALOES
100 ElfE & IFIER L THho7= (Fig.1l).
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2Rt A, — 5., ¥—2<XyEALTH, F—
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POk, MASHICERT A L
BERETx, WRlalZIPXvELEE—2
~yEA0EELOEREICLIZIER CEH
WA R L, £, BRlalt bR —2o <y
A ERARFICIIZIERROBEHEREZ TR L.
ZO kDo, IEHEE NI E VA O%E,
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Table 15y AL EREOT U F= 88O EHE(0=6)

BEHE (%)
Ny
% 1557 3057 4553
A 253 = 1.03 334 £ 1.63 38.0 £ 1.65
B 26.6 £ 1.62 355 £ 1.70 40.6 + 145
C 253 = 1.03 342 = 1.83 393 + 1.42
D 25.1 = 1.68 331 £+ 1.83 37.7 + 237
E 240 + 1.79 333 + 2.62 384 + 294
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Urokinase
B-HF 7 v H—¥ (TARALFNLR)
B —Galactosidase (Aspergillus)
B-HZ 7 b ¥ —¥ (R=Y T A)
B -Galactosidase (Penicillium)
H V) H—E
Kallidinogenase
DT AL —¥
Diastase
CTAS—Y - BER
Diastase and Sodium Bicarbonate
Powder
AT AY—¥ - HWEE
Compound Diastase and Sodium
Bicarbonate Powder
o k7 i e 4

Serrapeptase

CHBRHRRLECEERT AT A
I (=) gonadotropin] #FDEES
oo 3 14 AR R L
Serum Gonadotropin
HEA i At RS R v
Serum Gonadotropin for Injection
E b FHEREEERRRA VE S
Human Menopausal Gonadotropin
b kAR L
Human Chorionic Gonadotropin
BHA e FREMEE RN VE
Human Chorionic Gonadotropin for
Injection

A VARY UEERTAT L lnsuling
*HOEXER
AR
Insulin
A A S
Insulin Injection
A4 R Y ERKERE TR
Insulin Zinc Injection (Aqueous
Suspension)
A R Y L ERSAA RS
Crystalline Insulin Zinc Injection
(Aqueous Suspension)
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HEAEA R Y ESKERREN
Amorphous Insulin Zinc Injection
(Aqueous Suspension)

AV T xA ARV ARERERER R
Isophane Insulin Injection (Aqueous
Suspension)

ErfRY Y (RETFHBEZ)
Insulin Human (Genetical
Recombination)

A -0 X UBERT AT LIKIn]
EROEES
eLEOA X (BRIEETHEERZ)
Celmoleukin (Genetical
Recombination)
TEoA X (BREFHERZ)
Teceleukin (Genetical
Recombination)
HENRATEof X (MEFHARZ)
Teceleukin for Injection (Genetical
Recombination)

AR VRUVESFRAN) VRERT
AT L T-parin] 2@/ EXS
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Heparin Sodium
~28) 2 b U U AERK
Heparin Sodium Injection
23 s A (JP15 B 2 B IR
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Heparin Calcium
AV % aP ) I ey il I By VN

Parnaparin Sodium

cMERBERVAYILL UBEREETR
F AR5 L l-pressin) 2B 2EXES

RY TV TR

Vasopressin Injection

FFTEHRLE VBHEERTF FEER
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I+ FL YU ERSE

Gonadorelin Acetate
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Protirelin
TuF L) SERBKNY

Protirelin Tartarate Hydrate
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Oxitocin
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Oxitocin Injection
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CulaNO, : 36238
5-Oxo-L-prolyl-L-histidyl-L-prolinamide [24305-27-9]
7aF L) yARERIEKHN)
Protirelin Tartrate Hydrate
SEm7oFLY) >~

Tofl Y EERE

Y
u %.'h a

CuHalNLO, - CHO, - HO : 53049
5-Oxo-1-prolyl1.-histidyl-L-prolinamide monotartrate

monchydrate [24305-27-9, Fu#L Y ¥]

E1 J5IcEBEShTVSIOFLYY
B&UTOF L) VERREKNY

PROTIRELIN
Protirelinum
o]

y r“yinéjﬁ\"*
o

N
CyeHzN,0, M, 3624
DEFINITION
5-0xo-L-prolyl-L-histidyH-prolinamide.

Synthetic tripeptide with the same sequence of amino
acids as the natural hypothalamic neurohormone, which

stimulates the release and synthesis of thyrotropin.

B2 EPSIcERR#EEHhTLADProtirelin
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I FLY CERIE
Gonadarelin Acetate
BRI kLY >

-]

f S s Trp- Ser-Tyr-Giy Lo~ Arg-Pro-Gly-Nely + 2H,C=COH

CaullsNiOp - 2GH,0; © 130239

E3 JISIcEEShTWWATFFLY >
323

GONADORELIN ACETATE
Gonadorelini acetas

o]
O%Ln%.LHs"I‘rp-Sar‘Tyt-Gy-Lw-Ny'PfO'Gy-Mz

H
+ HaC—COM
CyHpN, 0y M, 1242

DEFINITION

Gonadorelin acetate is the acetate form of a hypothalamic
peptide that stimulates the release of follicle-stimulating
hormone and luteinising hormone from the pituitary gland.
It contains not less than 95.0 per cent and not more than
the equivalent of 102.0 per cent of the peptide CogHp N0y
calculated with reference to the anhydrous, acetic acid-free
substance. It is obtained by chemical synthesis.

4. EPS [CEE@ & T L\3 Gonadorelin
Acetate

BSTREKIIL TS, £, C KBOHL
RUBBET I FEEnTWaZ L LERR
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CAS FHEOEMITv, ERL LT, k%
ERTHNEshs - LA BREATVS
(E4),

USP {Z}X, Gonadorelin (T T
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Oxytocin

Fevp————)
Cys-Tyr-o-Gin-Asn~Ciya ~Pro-Leu-Giy - Wiy

ColuNyO.S; - 1007.19
[50-56-6]

FLRBERINTERBEFTOMME {7+ FTh

3.

5. PISICEBEh TV F LY

OXYTOCIN
Oxytocinum
H~Cys = Tyr~lie —Gin~ Asn—Cys ~ Pro—Leu—Gly - NH;
CuHeN,0,,S, M, 1007

DEFINITION

Oxytocin is a cyclic nonapeptide having the structure of the
hormone produced by the posterior lobe of the pituitary
gland that stimulates contraction of the uterus and milk
ejection in receptive mammals. It is obtained by chemical
synthesis and is available in the freezedried form as an
acetate, It contains not less than 93.0 per cent and not
more than the equivalent of 102.0 per cent of the peptide
c,,n,nmammmmwwm
acetic substance.

6. EPSICEEMEEHh TLVS Oxytocin
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Oxytocin
CYIGNCPLG

CoHaNuOnS: 1007.19
Oxytocin.
Oxytocin  [30-56-6).

» Oxytocin is a nonapeptide hormone having the prop-
erty of causing the contraction of uterine smooth mus-
cle and of the myoepithelial cells within the mammary
gland. It is prepared by synthesis or obtained from the
posterior lobe of the pituitary of healthy domestic ani-
mals used for food by man. Its oxytocic activity is not
less than 400 USP Oxytocin Units per mg.

7. USP31 [zRiE# =H TLVS Oxytocin
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Insulin
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EPS 213, "XHEDAL L RY »
(Insuline, Bovine) ¢ 7 #HkDA /A
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INSULIN, BOVINE
Insulinum bovinum

T e T
H- Gy -llo-Val- Glu-Gin- Cys - Cys- Ala-Ser - Val-Cys-Ser -
[ e

Leu~Tyr-Gin-Leu-Giu- Asn-Tyr-Cys-Asn-OH
=

P - S
H-Phe-Vai- Asn- Gin-His -Leu- Cys- Giy - Ser - His -Leu- Val-
il

Giu-Ala-Leu~Tyr-Leu-Val-Cys-Gly- Glu-Arg-Gly-Phe~
-
Pl'n-'l’w-T‘l'lf*Prn-LyrA:-G'l

CoeatyrNes0rsSg
DEFINITION

Bovine insulin is the natural antidiabetic principle obtained
from beef pancreas and purified. The content of bovine
insulin C g, H, 7, Nes0,S, plus A21 desamido bovine insulin
is not less than 93.0 per cent and not more than 105.0 per
cent, calculated with reference to the dried substance.

By convention, for the purpose of labelling insulin
preparations, 0.0342 mg of bovine insulin is equivalent to
1 IU of insulin.

M, 5734

INSULIN, PORCINE

Insulinum porcinum

e ———
H-Gly-lle- Vai-Glu~Gin- Cys -Cys - Thr-Ser-llo-Cys-Ser -
|, JESE

Leu-Tyr - Gin~Leu~Glu~Asn-Tyr-Cys-Asn-OH
=

) 4
H-Phe-Val- Asn-Gin-His - Lou-Cys - Gly - Ser - His-Leu - Val -
10
Giu-Ala-Lau-Tyr - Leu-Val-Cys- Gly - Glu-Arg- Gly -Phe -
2
Phe-Tyr-The-Pra-Lys-Ala-OH

CragHagyNesOngS,
DEFINITION
Porcine insulin is the natural antidiabetic principle obtained
from pork pancreas and purified. The content of porcine
insulin Cy Hyy N, plus A21 desamido porcine insulin
is not less than 95.0 per cent and not more than 105.0 per
cent, calculated with reference to the dried substance.

By convention, for the purpose of labelling insulin

preparations, 0.0345 mg of porcine insulin is equivalent to
11U of insulin.

B9. EP5 ICEE#EhTL D Insuline,
Bovine & T Insuline, Porcine

M, 5778
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