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992992: insulin human 30 iu/1ml + isophane insulin 70 iu/Iml,

suspension for injection 3 mL cartridge
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2 dwsznau  Usznaume insulin human 30 iu/1 ml + isophane insulin 70 iu/1 ml,
U193 3 ml cartridge

3 mususTy usqlunaseen (cartridge) ussgendnusiATntaRuY multiple doses
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Naﬂ’l‘im’mamiwﬁﬂmmwﬂumm’m finished product specification wag Specification of Active
pharmaceutical ingredient (API) 71819832 1nLadasSuatulie iy feldaanzilousoditney |
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2.1 Finished product specification

i Test Items Specifications USP41 Specifications EP8 |

1l Identification Meet the requirement Meet the requirement

2 Assay 95.0 - 105.0% of the LA. of insulin 95.0 - 105.0% L.A. (3.29-3.64 mes/ml)

3. | pH 70-78 6.90-7.50

4. Sterility test Meet the requirement Meet the requirement ]

5 Zinc determination 0.02 - 0.04 mg for each 100 USP Not more than 40 We/ml
Insulin Human Units

6. Total dissolved insulin 25 -35 % of total insulin 25 -35 % of total insulin
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1. Bacterial endotoxins Not more than 80 endotoxin unit/ Not more than 80 1U/100|IL
100 U of insulin |
8. Limit of high molecular Not more than 3.0 % Not more than 3.0% |
weight proteins
9. Related proteins

9.1 A21 desamino human

insulin

Not more than 5.0 %

Not more than 1.5%

9.2 Total other impurities

Not more than 6.0 %

Not more than 6.0% |

2.2 Specification of Active pharmaceutical ingredient (API):

(UN.55M3 Founau)

(nry.adian Tusna)

_ |
98 | Test Items Specifications USP41 Specifications EP8 |
1. | Identification Meet the requirement Meet the requirement :
2. | Assay Not less than 27.5 USP insulin 95.0 - 105.0% calculate on the d'ria!»d

human units/me, calculate on the basis :
dried basis Not less than 27.5 USP insulin |
human units/mg, calculate on the!?
dried basis i
3. | Bioidentity Potency not less than 15 USP - |
units/mg .
4. | Solubility Meet the requirement Meet the requirement |

5. | Microbial enumeration Meet the requirement Meet the requirement

test
6. | Bacterial endotoxins Not more than 10 USP endotoxin Not more than 10 USP endotoxin
units/mg of insulin human units/me of insulin human
7. | Loss on drying Not more than 10.0% Not more than 10.0% !
8. | Limit of high molecular Not more than 0.4% Not more than 10.0% |
weight proteins
9 | Zinc content Not more than 1.0% 0.3-0.6% calculate on dried basis
10 | Related substance
a. A21 desamino Not more than 2.0 % Nat more than 1.0 %
human insulin
b. Total impurities, Not more than 2.0 % Not more than 1.0 %
excluding A21
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desamino

human insulin

11 Sulphated ash -

Not more than 2.0 %

WUYLA) NMT = not more than
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5) ﬁ’iLuwﬂ’aﬁa%’maqmm3g1umw§mmmwé’ﬂLﬂmﬁﬁzﬁ'miﬁmumwﬁmm (Good
Manufacturing Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science)
Ingmiaeau PIC/S participating authorities 2UUANEARIUTIUNSNTIVEBY TNaNITSUSEIaS
Tuusgmadsemiesendidnnsedind Tuvuaniifodestueiiaue Ussnaudas
5.1. a?wLuwﬁqﬁa%’maqmmgmm'zmé‘mmmwﬁ”ﬂmmeﬁﬁ%miﬁﬁlummami’mqﬁuﬁqmﬁwﬁ’my
(Certificate of GMP Active Pharmaceutical Ingredient (API))
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E?WL%Q;U (Certificate of GMP Finished Product)
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7.2. @1u1 drug monograph ¥89¥1982 8181/ (Active Pharmaceutical Ingredient) Wag
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7.3.Lfdprmunuazmsgiurenisiesedluimevessemeaniiuaminues The
Interational Conference on Harmonization of Technical Requirements for

Registration of Pharmaceuticals for Human Use (ICH) %3e

¢

7.3.2 0 MUALAZINATTILYBINTIAT AR (In-house process) Tidenndasiu ICH
Guidelines %38
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(General requirement for dosage form)
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8.1. E?'lmmﬂ’aﬁa%’mmmaﬂ'}ﬁmeﬁmaﬁummﬁﬁm (Certificate of Analysis of Active
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Pharmaceutical Ingredient (API)) lnefasusznaugig
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(Supplier)
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(Manufacturer)
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8.2. a?']Luwﬁ'\aﬁa%’mawamﬁmswﬁmamnmsmmﬁ’u%%gﬂ (Certificate of Analysis of
Finished Product) vasinanuansinsiendsagy (Manufacturer)
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8.5. dnunenasuanmanIsanwIAILAsidaleld (n use stability data)
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9.1 duuenasUANINANIANYIAILAITIS2ESEN) (Long term stability data) $7u3u 3 Ju
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10) zs?’lLuwﬁaﬁa%’mmwﬁmﬁmﬁmﬁwL%fagu (Certificate of Pharmaceutical Product) tanisen
witantulszmealne

11) dumdnguniuanyave swan Sasien (Bioequivalence) lngnansfinyinuauyaes
wanfueien (Bioequivalence) Luluautofvun ASEAN Guidelines for the Conduct of

Bioavailability and Bioequivalence Studies w30 filon1sAnwilsdvsnauasfrauyavos
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13) as'ﬂme{l’qﬁ‘a'%"Uiaammigwuﬂmﬁu%ﬂmuazﬂigmEJmmmé’ﬂLﬂmﬁ%miﬁﬁiumﬂﬁu%'ﬂm
waeNIz18e (Good Storage Practice / Good Distribution Practice (GSP/GDP))
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15) s Susesnnsgiukes§iinig ISONEC 17025 lusrenseniieue (G5
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n. insuiRmnIiialy (General quality criteria) 20
1) wmgriumskanenundninasiisnsinlunsadng 3
2) wmIgIngRumedfiy (Active Pharmaceutical Ingredient Specification) Wagunsgu
WanATeEUSAgU (Finished Product Specification) 5
3) wesgrumaviesUfi@ng 1
4) E3@%5FmdmmdémuﬂuﬂmméégmﬁSﬁﬁmmmﬁﬂ_mﬁQ_ﬂ.mdw:@\:,_,muﬂuﬂm% (Good
Storage Practice / Good Distribution Practice ; GSP/GDP) i}
5) 110IgUNEAA I 4
6) aamrdemﬂ_,%@%&mﬁ%@Bmim&maé 3
. iAANANRWE (Specific quality criteria) 80
D) nafigadnumwnifidesusossansiiase (Certificate of Analysis ; CoA) 25
2) wagRlRMNN1IANYIALAI (Stability data) 25
3) z%ﬁma235%3?53%@&m% UTINILAERAIN (Package & Labeling) 10
4) auiienlunstitesnwfuendunuu (Therapeutic Equivalence) 10
5) msAnw/Ademsediin 5

AENTIUNST ﬂsjmmurmmsrpmﬂ&mﬂm:im:&_.Q_S\_u

/i
124 \\y;\(\\\\| o A

s U S HOTHUATIUANS oot o BN A e N N334N5

(unsins daundu ) (nny.adian Tusana)

3. AdD &_\zﬂtaj

(noy.gds Alvendn)




wih 2 990 23

_6) sEUURUINNAMINSesSSNY WA — — :

AZLLUUTIU 100

Sovazazuuulaglininnisdaaimidn hedhminlaessuunisindada e igfudidnmseiing) 70

ANEATSUA S AUAT Az donaznudnu NI

i fANS—
1Lovto ...

st o U SSBTUNSSUAS 2.a4%0 !

............................. 2 NTSUMS 3R ol
(U555 goundu ) “(ny.adan Tusna)

i AETHNNG
(ney.afs1 8lnndn)




Wi 3 910 23

S e e B N R LR LS S ondn
inainsUssilupmunwkEndnsisrdosiiny AZLULY
n. 52&3235&&1 (General quality criteria) 20
L. | amsgrumswdnenaruvdninaeiisnsaiilunisuinen (azauusay = 99 1.1 + 1.241.3) 3
1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) luvsnenfilauoune m&imgm_s 1

ANsaUNsATIaFeUlRelnasUTeIiTuUTENMAUSE MRS A /A aEen (tAandaladanils)

1.1.1. 1% un153us83 GMP-PIC/S 910 PIC/S participating authorities ¥38 cGMP 1
1.1.2. 165um33us09 WHO-GMP 30 vi3e cGMP wiaifleuii uvinaimasidoaty AP 0.75
1.13.15un155uses WHO-GMP v3p cGMP viSaifieuivin wilsiszymuandaiau / Tafllenans 0.25

WEAINIT5UTDY GMP (le/war58007)

1.1.4. 1f5Un155uses GMP-PIC/S 38 WHO-GMP e cGMP fvmsograutulsznmalsznin 0

11a wagliflonasuaninisiuvesiony w3 lsiivingunansiununeny (luiersasn)

1.1.5. lilASums¥uses GMP-PIC/S S8 WHO-GMP (LiWarsan) 0

1.2 Certificate of GMP Finished Product luvsnngniiiausie atudgeausaunsasiazeulng | 2

fnasuseadeTulszn1AUsEnIns A (Fondalatanils)

1.2.1. a5unsfuses GMP-PIC/S 271 PIC/S participating authorities 38 cGMP uas/vse 2
wilsdosusewdniui (Certificate of pharmaceutical products) 210 PIC/S
participating authorities Tumuangnditauenie (hsdlonhd) wWelddunsSuses GMP-

PIC/S 91nd11in91uAaenIsLUNISaIISwaZEn

1.2.2. 105un133us89 WHO-GMP 38 cGMP 784 Ussineiudn Tunyandiieadesiu Finished 1
Product waz/vise nilsdosusessdniani (Certificate of pharmaceutical products) Tu

VLIRENTLEUe Y (NSaia1idn)

1.2.3. li§unnssuses WHO-GMP usllaissymundmuay (i rsan) 0
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1.2.4. 1§¥un35Us89 GMP-PIC/S %50 WHO-GMP 138 cGMP fraunogeuiulszmaUsznan

01 wazlsifllonansuaninisiuvesienny (uiersan)

1.3 nediilugniudnansinsssme feedidiumilsdesusamdnsme: (Certificate of
pharmaceutical products: CPP) visavitlafiasusasnissivivne (Certificate of free sales: CFS)

o
Tummeniaua vy

1.3.1. CPP 50 CFS aluangn (mwsaun1sasiesey) nsallenylillergn ssusoedoiutsenn

Usenansim seluendelulsswnelne

1.3.2. :ifI CPP w30 CFS vi¥e i CPP / CFS fivuneng

WNIFIUIRgRUAIE1EIAEY (Active Pharmaceutical Ingredient Specification) wag
nasgunEafasienduiagd (Finished Product Specification)
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2.1 snmsgudngRuiiendidy (Active Pharmaceutical Ingredient Specification) (tAenvalada
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2.1.1. nagdladunissusaaludisnen Official Pharmacopoeia) (taandalatdavi)

1) d1989 USP, BP, Ph.Eur. , IP JP atugnae (Muenansifunadeuld) wasnisdesaiy

AoafiudlylungiBoudiiueudn (o5 7 vs.ouf)

2.5

T o
=l =%

2) dwda USP, BP, Ph.Eur., IP JP atudign (muenansitunzteul) viesuudlaly
vgilauhivewd @ o5 Agu o, mely 2 Uuadslaildisuntsoudd wasduudlorou

TuusgnInsIan)

2:25

3) ©1994 USP, BP, Ph.Eur, IP JP atulwindnuss e U TEn wagkAlulungideu

iuenSuudoens @a.5 A ov.oylH)

2.0
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4) §1989 USP, BP, Ph.Eur., IP , JP atiulmininusemel o LY rrmumkrrﬁﬂH¢3mrmmg 1.5
ifueuda @ 8.5 78w 0. mealy 2 JuadrlllEsunmse iR uavtuudluneuiuy
Usgmmsian)

5) W89 USP, BP, Ph.Eur,, IP,JP atfudige wielusindatszna sysnsen uasualaly | 1.25

neiloudisunudn uade Wldduuslsluneg SeusSun

6) 483 USP., BP., Ph.Eur, IP, TP, JP (Rdugnusisend sup.Uszna) uazudlaly 1

neilouiSuend (fe.5 # ov.oyiih)

7) W5 USP. , BP., Ph.Eur, IP, TP, JP (atiugnusiisnend sup.Uszne) uazduudlolu 0.5
vzilouifugud (@ 0.5 A8y e, anelu 2 Uuadislal@iSuntsoysd® wasuuiluneu

TuUsENIngIA7)
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