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7% 4 #fName of phe Product: ALBEH

# §: % /Trade Name of the Product: /

4 F&#h%n,ot No.: ‘ 201901A008
~ JI%/Dosage Formg e
JUHs [Strength: | 20% 50ml 10g/3E
; 47 H 3§}/ Manufacturing Date: 2019461 A 17 H
' #HBMZ/Valid Until: 2024 % 1 F 16 F
iR/ R /Lot Ouantity/Exp.ort Quantity: 14245 fii
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The product me
the pmducﬁbnl t recora& Itm cmnp;;ge mth the provisions uf the release of Chinese

Pharm;copoeia 2015 Edltlon) and obtains the certificate for ‘the release of bmloglcal
products, approved for release.
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P’roductNamé Human Mbumm Dos: age Form | Injection
R M & | 20%50ml 10g/
BatchNo. | 20190}‘6‘008 Strength ‘20% 50ml 10g/ bottle
&AM 1. HXHE | :
Manuf actuliﬁg;Datc | 37/01/2019 Valid until 16/0}(201&4
| &mﬁ 2 Amaﬁawmmz& 5 ggﬁé e
 Test Acsording to || Human Albur | Rage (OO
G quahtyspecxﬁcaanA-QB,ZMOT e -
. e - REER
, Specification : - TestResult =
’;'ﬂﬂl*‘iéﬁ: NI R e 2, 5315, ﬂﬁt#:\ aaas
| ; B, ATIEEORAERRE. 0 mamm
b ~ Onlya prempnauon line wrfh antx-human serum or e 'E"f' % '
: %ﬁxjﬁﬁsﬁ ~ plasma, but no prcc:pltatxon line with anti-horse, _ S o,nnvo
| Identity ~ anti-bovine, anti-pig or anti-sheep serum or plasma. -
| Test  hi j"jy*éfﬁkmﬁaﬁm%ﬁ:ﬁ, iﬁ?ﬁiﬁ‘%&i‘sﬁ& o
= ,a HasE
s ~ The main prempnatxon line shall be albumm as' Conform to
: - compared with normal human plasma :
NAREE . %é;ﬁﬁ@éﬁéﬁﬂﬁﬁﬁi AR JSZ ,
W : __tﬁ@l??%iﬁ e
s ~ The product shall be aclear shghtly viscous hqmd
Phy m?l IFSW‘?“‘?“ | without turbidity, slightly yeliow, ,grean or brown in Conform s
o : ~ colour, : :
ARRY , MA A FEHE
Test for Visible Particles - Conform to spesification Conform to
| REERRE . mBAEE - meEE
| Test for undissolvable particulate = Conform ta specification Conform to
| BBERRKE (m@smolKe) .0 o0 .
Test for Osmole Concdntration 210 b L o 277 e
sy B - mems
Filling Quantity(ml) o ~ Conform to
e - NEAAE oy meEE
'I‘hennastabxhty Test ~ Conform to specification % . Conforp
pH . 64~T4 : : o 74
N maEam -_f,:“~'$;e<3 95.0 %~110.0 % o «
- ﬁiﬁﬁim - Theprojein content shall be 95.0%~110.0% of the 98
Pty ks quavntaty efprotﬂnstated on the latel - 2
203 o o4 i idekE
f %H?ﬁi(mmom; -
Sodium Content(mmolfL c?nf & l.i,_“é_ :g %
AT & R(mmolL) HH .
Potassium Content(mmol/L) ‘ .
WHHE ‘
Absorbance .0 s 002 _
FRIBRS: o8 44000, FRXESH FRGRRREBEIRES, BN FORERE TES:
QA-S8.2.4-007-F007 REAS: A\ 3 RBEA: WE HHREM: 2019-01-23 16:47:33 HAIAPS: kM TR
B18:2019-01-24 10:53}32(&5 1 T\ 2 7]
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Product Name uman Albumin Dosage Form | Injection
PR R | ,_ M| 20%50ml 10g/4E
“Batch No. , *Q 1901008 ' Strength | 20% 50ml 10g/ bottle
EREEM | | HEWE | oim |
Manufacturing Date %{0”2019 - Valid until Tonete
: ‘#&Ef&ﬁ ' \ M 8 R R AR - ﬁ%
TEAKIE )A-Q8.24-007 HRE ' iy
Test Acqording-tor | Human Albumin internally controlled | ReportNo. @2019008’017
S od 'uahtygpecxﬁcatxonQA@S24-OO7 p ol o
‘ WERE T RELR
~ Specification ¢ . TestResult
<40 . S s
17 D GO e
|enumeen | . | ﬁcgg_g‘:gs&ﬁ‘&@‘” "
- "Resxduai a]ummum contmt(uglL) ol ,
f :PKA(IUIml) ) 1 , <30 : %A % ‘%&% B3
lem - Bt | FW A
el ' ‘ - Negative o v 2 egaﬁve '
| EERE o | pEEAK | FHEK |
| Sterility Test ‘ No microbial growth - No microbial growth
: ' nl RS BRT, ﬂiﬁi?#’fif‘ @J%
mRsr 0 B‘f‘ﬁf’)ﬁﬁﬁ‘ﬁﬁhﬁm ﬁ%ﬂﬁ
Gikinea Bt Gume@ pigs {'emaln l}eahhy and survive Conform to
5%@&1&@ ' o the observation period, no abnormal
3 Test Ror Abnost al ﬁ ' reaction, increase of body weight
- ,Tom‘;f | . M &)ﬁxé?‘fﬁ’éﬁ, BEFMES, B
v Mke = ‘M:xoe remam hcalthy and survive the Coﬁfoﬁn o
; : el o ~ observation _period, no abnormalu Santnaa
: : 1 Ceien reactmn increase of body weight =~ :
| mERE : WAL .
| Pyrogen Test Ccmform to specification ;
HIV-1/HIV2 $idk , Bt : :
| HIV-1/HIV-2 antibody st ~~ Negative ‘. v
HCV $ifk = - B . :
v HCV anhbodyt&st Negative
- (LUFZE) blank e '
R - 5 B
| Test Conclusion: 1o the specification ,
| #BE A " & B M ~
~ Reported by ., Date : 201 7~ ety
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