_ ‘;;E_Emamzﬁtm,m;,;tmnm."HIK}?'L%GN;Jaji?mm&mczmilf:}ﬁ:-‘{suﬁ;fmmmm(;}jﬂ:ﬁ;,.‘mi

RECONSTITUTION SOLUTION STABILITY STUDY -

in for Tnjection .2 mega/vial BP |

| Reconstitution solution__| Storage condition.

| Sterile water for injection
‘ 0.9% Saline:solution
| 091«31)6___‘___ i 1 5.0% Dextrose solution. |

Room temporatue

24,48 hours;

Under 2°C 16'8'C': The Samples were withdrawn at 0,
: Thé samples were Withdrawn at 0, 4 8 hours:

Underroom mnpcraturef 350

The: mm;f'les were analyzed for d@Scnpﬂon ‘pH, reIdted stbstance and assay at 4l fhe

: sampie (eqqu]am to 1.2 megd
,Benzathme Pmnmlhn) 15 f»lmf «;temie: whler for m,;ectmu, 0.9% Saline solution; and
iﬁ&xtwsﬁ seIntmn 1o’ praduce 4 solution separati] y :

Standard dilation: Prcgamtha sabe concentration of spmple solution,

i]]iscnssmn:
From the testlt of stability-data; it is:¢bs ) : f
Temains well within the :,pemﬁcatmnrs with r&bpﬂi}i o ity p ymcal Lhemwal
'cons‘eztuted




SHINAZHUANG PHARMA: ZHONGNUO PHARMACKUTICALSHIAZHUANG) COLD;

‘STABILITY DATA

Produt,t nanie: Benzathme penicillin for Tnjéction 1.2 meﬁa!vmi BP

Rew oneuiﬂtmn-seiuﬂ on: er;le waker for injection

'Fe:,i'garf;ié& out
Tim interval .
?;Descrfptu}n (Awhite. pawder)

bty 48 hnurs
|A  white| A white:
ef | powder _powder: .
| Conform - -é;funfmm | Conform
toss cloze o foar

| 999 R E A T
1B R e

™
N S

gpx;r;.czseiaets;f:'im-:fe_;qu:;re nenis)

:-,\uhstmwas

'5'-:-Assa}i_
{anhydrous C '

H 4 ﬁ‘ff-z ﬁ‘?/
subistance) ( 161 za }2 0-27.0%

. ' o Pemmllms

The complied data is printed on: Oct, 28th; 2609,

o

Prepared by: Liv Hui QO taanager: Gao Hislgin




SHEAZHIANG PHARMA. ZHONGNUO PHARMACEUTICAL (SHIMAZHUANG] CO., LiD:

R A e

STABILITY DATA.

it fiame; Benz&’fhme pemulhn for Injection 1.2 rm,gﬁ{ vial B
No.::091004

, Manufacturing ddte 1612{109

ial | 2dhous  [48homs |
white | &' white | A iwhite |
| powder: | powder . |
Conlorsi | Conform,
; .f:Re[amﬁ | o : P I?}} o L30 .
|substances Ay N U O DY

Deséription (A white powder)

1 pH. {Meel the r@qmremems) '

ied data 1s printed on: Oct, 28¢H, 2009,

Lin i . Q€ managér: Gao Huigin




SHUTAZHUANG PHARMA: ZHONG f'fé".'r;isMRMA;:EWmm,f{slj_lzn_aimmm)_‘f::(i;, LTI,

STABILITY DATA.

?roduct ‘name: Benzathine penicillin for: Injcttmn 12 magafwal BP
Baich Now: 091004

Meninfachiing date: }{}1'2 009 -

L‘q:ury d@te* 11

Sfowge cofidition: 2°C :'ta_;"C - )
Reconstitttion: solution: 5:0% Dexirose solition

R _ 'Testcamed out T | 'Resuls L —_
ATimednterval T T Initial | 2dhowrs 48hours
Description (A white pc&wder) - COpA white | A white ] A wintr: '
i - e | powder ;;powﬂm b
" ['Conform Conform
Tioer o

Tos s
253 FIE

il

;:-;1 (Meet the mqmrements) \
‘ i Impumyﬁ 2%

iy impurity: = 1%;

Assa}*
(anhydrous
substance)

Pemmﬁmb, |2 963 o

: (cakcuiaied as CamHjsNﬁﬂﬁsﬁ!)

T compliedtdat s priniod on: Oct, 258, 2005,

Prepared by: Liv Hui QC manager: Gao Huigin

| | i




\ﬁ/\\ﬂ

P duct name: Benzathine peniéillin for IHJ@C‘HQII 12 mi,gafwﬂl BP
Baich No: ﬂ‘}‘i

Emmls’fimﬁan soliition: Sterile water for i mgact;en

Titne mtarval T :-Iﬁiﬁal" o

L ghﬂum w

‘jDasmlptmn wahtte powde;,} T TAT T white
. E,powdﬁ;:

: ﬁt}W@i&:

fe | A Vvhlié‘

pH{MHber
Reldted “

(} 8{}

' substancey {; ’“!'7

The complicd o is pritited on; Oct; 28th, 2009,

Pm;aared by Llu Hiu Q(’ﬁi&nagar Gab. Huiqm




SHINAZHUANG PHARMA. ZHONGNUO PHARMACEUTICAL (SHITAZHUANG) CO., LTD. |

- STABILETY DAFA

'Plcsduat name; Benz tiit p&iﬁc‘illiﬁ‘fof:[nj_ﬁfg;fﬁifﬁjf1';2 mega/vial B

1072009

- 15,000 vials
"Smrage cﬁmﬁtxm. Room: bemperaiure
Remnﬂmutmn golutions 0:9% Sal

Results
| Initial
' 'Wimt,

= - ipowder |
:__pI*I QM&&’[ iiht, mqmmmeﬁts} o ﬁﬁl;ﬁ}fﬁi‘
Relited. | Topurit __C*&'z% T jos

| substances - Any jmptmty ‘%1 - 6@4 '

___;Dew_._,,puen ( A wmta pawder)

| ~substa|;;;¢)

:' N N -D;benz}riethyia




- SHINAZHUANG PHARMA: ZHONGNY

'ARMMEUT:CM (BELAZHUANG) COL LT, ...

STABILITY DATA

C \ ZI..i"ast cameei ﬂnt e e | ' ,Rcﬁultg
s Time interval | Initial -hi

: 'Du&ﬂﬂpﬁan( A -whxle powdm ) ' A W}nta

[ . I — e i powder

; iten :‘Cc}nﬁ)mk

®nous
ite: | A white

. :‘pw»dér
,,I;COHfGITI}
130

“Toay
254

| ngiated I fmpunty i::mzw ]
E }Sﬁbsmﬂw‘? Aﬂ:r’ anlmi}? -:5_: I g

(abydrous
Atbstance).

(ealcilaiid ‘4 C HeNGORS
e | 96.0%-1005%

a Thie comptied data is printed.on; Oct, 28th, 2009,

Prepared by: Liv Hul QO manager: Gao Huidi




SHUTAZHUANG PHARMA. ZHONGNUO PHARMACEUTICAL (SHIS IAZHUANG) CO,

LT

STABILITY DATA

Recanmmtmr{ solution’ btenle water. fm: ;;gecnon

Tesl, carmd out

748 hours.

hite | & swhite

powder

Asinhydrous
“siistange):

B2

Tesr Jois

'; (calwlated 85 CagHlsgls04Sy) |
' 96 D%-I{ID 5%

%6

The compliéd data is printed on: Oct, 28¢h, 2009,

Prepated by: Liu Hai | QC ménager: Gao Huigin -




HIAZEANG PHARM & ZHONGNUO PHARMACEUTICAL (SHISTAZHUANG) €0, 17D,

STABILITY D,

aline sofution

| Test carried out. T

24 I’murf-:

| Iimes mtf;rval

| ; ;pawdhf

A "Whne

puwdez

'5-?fequrremem)

| Cottform

X 'nfmm j e

Impﬂmy CHz'éy.;,

095,

:j AAASSﬁy

(anliydrous

“Tlie complied data is prinied on: Oct, 281t 2009,

. Péniéikiins,'
_ {caiulziatad us LagH;,aNﬁﬁgSz)

Prepared by: Liv i

QC managér: Gao Huigin




AZHUANG l‘_l_lgjt&MAi,i"ﬁﬁmﬁmlﬁ‘:ﬂﬂm%mgﬁ‘E!,;BIIT-ECAL- (SHLIAZHUANG) €0, 17D,

Pmdum anie: Bmmthme pcmmilm for .eIE

Recmlsti‘m‘twﬁ - 1utmn 5, G% Dmtmse m]r;z{wn

'STABILITY DATA

étibn 1.2 megavial BP

_ -Test camer.i but

| 'I{céizflt&'

:Time mterwd

- Imlmi

f 24 lmms B

. pﬂ‘vder}

white

wder:

: rc;-qmrmnenta}

_ ;ﬂﬁféxmr |

-"auhstances

4 3mpunty f_“": 2%,

BT

.-,Any Jmpzmty “51%;; *

026

Asssy

1 m‘bsmnca}

{aniavdmﬂs

NN -Dlhe':"yiethyieneéramme [ |

T2

‘Prepared by: Liu Hui

Thecomplicd data is printed on:Okt, 28, 2009..

QC manager: Gao Huigin:




CSHE r&zﬁg;;é&ﬁ&mﬁ‘m_lﬁ&; ZHONGNIIG?MMI CRUTICAL (SUSIAZRVANG) CO. LTD:

8 hc.:um

N powder -

: pH (Mzei llm mqutremcnt{;]

urs
o wlnte

‘A wh:te
pawdﬂr _

.f;’i_s_;mﬁ;i‘m N

| Coniform:

Related
; rmbstances;

impnmy C"’?%,

pesT

Any-mlpumty s

1017

| ASS&V e
(anhydr{;us
| s bstancr:)

NN -leanx}flethylenedlmmne

380

‘Prepared by: Lin Bl

“The vomplied data is printed oni! Oct, 28th, 2009

QC manager: Gao Huiqin




Mmmfactuﬂ ng date
' Iﬂpif}’_dﬁﬁ 16!?{3-

STABILITY DATA

G __Hneiﬁfeﬁé;i

dhours

-8 hours

fhf-'.Di’?'Séﬁpﬁi(iﬁ}._{A; J

A white
’: pmwdcr

A w&a tef
;pmvdar

Cornform

; 'ff‘?ﬂntorm

ffRala‘t_ed :
| subistancés

; 'Imptmt}’ C {2%

098

1128

R
¥

f’Any 1mpumy

.l Gﬁgﬁ .. - "':‘.’

S u b:-.fmu e}

Prepared by: Liu Hui

“The complisd a-m‘iéfpﬁmed‘ms: fC)ct,fé-giﬁ,;zfﬁdgj-.

QU manager: Gao Huigin




‘sxnmgﬂu;wé?ﬁmmﬂgfﬁﬁeﬁ;;Nﬂ;r PHARMACEUTICAL (SHIJIAZHUANG) CO.LATD,

STARILITY DATA

I Resulis

Tajlial

4 howrs

| 1 8 hours

e FH {Mgct thc geqmrcmmis}

L puwdﬁr |

1A whited

A while|
powder.

.podef;'

Canform:

| Conform |

il Relate«ci

| substances

: lmgurliy C““«Q%, .

::,1 ,;4_5}? =

169

(.54

o2

| Assay.

| {anhydrovs
substance)

236

252

mﬂated as C43H55w5@352]
95 f}%*lﬁﬁ) 5%

B

“The coniplisd data is printx:d on: Qct, ESth 2009

Prepared by: LiiHul




- SHUIAZHUANG] HARMA. ZHONGNUO PHARMACEUTIC ";;;'{"sfi:-mimnﬂh_Nﬁ;;-ee.j;_1:;71_1_;_

STABILITY DIATA.

Produet. Hone: Ben?aﬂmn pemmﬂm for Iﬁgecﬁmn 1.2 megasvial BP
Batch No: 091006
‘Manufacturm 'dateri']ﬂfEGﬂQ

TﬂSthmﬁdoui

Time interval ,:24 houss” 48'1"1:5_1}‘1:&%

e ::‘A" ' whlie A \ﬂﬁtc
powder powder;

Deseription (ﬁ;?xiwm:té;peiwﬁ%}

pH ?\'1@{,-1‘ thc- rcqmrememsz “Canform ‘:'Canton_ﬁ Conform

104 l13a Lo

ii&'ﬂb}?’t&n’@e& '
hssay

NN '-Elben?ylﬂﬂxyieﬂediamme 5

_249 _

047

| (CmHmm} 24.0%27.0%

987 9835|968

| caloulated. as. CigHsNiOgS3) |
96.0%:100.5%

The.complied data'is printed on: Oct, 28152000,

Prepared byt Li Hiil QC manager: Gao Huigin_




| 18

Pant
e

sm:rmmumc P}mmm  ZHONGNUD P%RMACEU‘{L{CAL fsm ms i f:(;}:{?(},, Lm

STABILITYV DATA

Rééiiité

| Initial

a3 bu:;uls ]

A white
; [Jt.‘awder

A white.
Kl P'ﬁwd*fsii‘

A white:
powder

| Conform

1 _R&iatec%

subst mes

~ 1os

: --{L‘.‘.Oijlférﬁfﬁ.,.,

-Conform |

BN

Assay
{an wdmns

A %uhetam;f}

benzylethylenediamine

64

: 323”’*3'?24-‘(31%_-27;&%

[ .(ca}culated 88 CﬁEHiiﬁNﬁOﬂS

- 96. {}%«1{)0:_ _ﬁ’r'

complied daa’ie:

printedon: Oct, 28th, 2009,

‘Prépared by: Liu Hui.

Qc mariager: G




O

| %i‘nesﬁ;fs -

- :Imiml

24 hours

432’.1@11_1"5; -

A whﬁe
'pr}wds,r

A white
powder-

; ‘C&onform

ny i’mpunty = 1%;

Asaﬂj!

(anhydions:

- Substane!

Tosa

| o 15

NN *I)lbenzylﬁixy]enedmmma 0

| (CigHaN;) 24.0%-27

Pemcﬁhns,
(caicuhtad a8 CagFlseNiO5S5): |

‘The complied data is printéd on: Ot 28th.2009;

v Lia




IANG PHARN ZHONGNUO PHARMACEUTICAL SHUMEHUANG) €O, LD,

JILITY DATA

"P"th' t{narm Benmthm& ‘peniciflin for Injection-1:2: galvial BP:

Description (A white powder)

g 4}1{}{%

] 8%113111‘3

e | A while |
,pmvdea

ol (Meéi the: requﬁementa)

| C(}nfbml

ngfmm )

-jReIated :
; 'subﬁ;iance&: ,

NEETE

I ﬁssay

NN"-;Bibeﬁzyié’myzeﬁéaiamine:;- 4 24y

| CiNy240%270% [ |

, P‘emc&ihns, 937 |98 1'96.8
(caleulated s CasHligNOsSsy |

| 96.0%-100:5% _

: (anhydmns

The complied data is pritited on: Oct, 28th, 2009, |

Pepared by: Liv Hui

nager: Gao Huigin,




SRERD

TR wrizi ey

SHIHAZHUANG PHARMA, fé‘i&c}aﬁrﬁu.ﬂmamﬁg&ﬁfnE&L (SHIIAZHUANGY €O, LTD.

STABILITY DATA

| Deseription (A Whltepﬁwdcr} )

Conform

Wl]lie
Fpowder: . oo

T pH’;{Meat the requirement s‘}

Impumy i 2%:.

0,98

Any kmpuntv = I%

1026

: Assa}r
| (cmhvdmur;

| sibstanes)

:fk;i}g;l'_f

Thecomplied data is printed o Oct, 281h; 2009,

Prejsared by: Liu Hui

ST

- QC manager: Gio Hiigiri’




_ SHINAZHUANG FRARMA, ZHONGNUO PHARMACEUTICAL (SHITAZRUANG) €0, LD,

STABILITY DATA.

'Pmdmt Bam Benmthme peiicillin for Injection 1.2 'mega/vial B
Batch Noi: 091006
e:Ma_f,l_?uqutun_l I

_-:Stm:age condi mn' R{;{nn mmperaiure 25
‘Recanstiftition solutiofis 5:0% Diextrose solation

( J | _Teqt carried mlt

|8 hours
powder
orm. | Conforh’
R
|24

5_ _.Desmpnon (:A whrtc: pﬂwder

1% "'gaurcxnentfs)
Impmzy sz% |
ﬁn}f ity <1%;

Nz 3 "f'D“beﬂ?:}fﬁeﬂ?}ﬂenedzamlne 0

(ﬂﬁh}- drous-
: Stbstanee)

96.0%1 s:)d 5%

Thie complied data is printed-on: Gctz 1, 2009..

Prepared by: Liu Hoi QC manager: Gao Fuiqin




