Digitally signed by Gutan Ghenadie
Date: 2024.04.29 08:52:37 EEST
Reason: MoldSign Signature
Location: Moldova

KBS : Y-4R2403022

B2 TS HERE (HEASEH it = 4R2403022
2 KR HH ek 3B T S R I 4 100mg X 1}/ £x
Lo A PR R % & ATATHR
i H 1 2024-03-07 45 3 2024-04-01
For B A H CHE Z 2 0 B H RARdE)  YBH03122020
I IH PR E I HHE I 5518
(iR ]
A A A O E R B OFE T HURDI BN R | A8 A GG THURY e
(%511
1. %501 E%?ﬁ %%;ggg%ﬁ%ﬁ%ﬁ E%LW B 5E R iR Fré e
bl O R, OV LR
ﬁ”ﬁ@%ﬁ% bV R V1)
PR BRI 1] — £
2. EH2 f]\mlrﬂ%r%#%lﬁ?ﬂféﬁﬁé ] ENIML A E AR R il %1 FEE L E
o DRV L MR IR SAT s, gt iz
£ B B [R] 55 %) HEL 0 A TR R 1T
R B B 1] — 2
[KE]
1. BRWE pH{E N 46, 0~7. 5 6.8 e
OB ) R VAR | 150 A SE e B 4D, TER B | ES S B LA S 4 4 B A
AR Y [ 444 AT, Todk 4k i AR
NN A B EREANARREER | AaIRIEESR
3. KRR ES A | PR AAATFIE200nm 105nm e e
KA /N T 50nmisck AN 153 5% 1%
FA2 KT 350nmAURE A 151 5% 0. 03%
D1oA1E /N T-55nm 66nm
D50 N80nm~ 150nm 97nm
D90 A 151 300nm 157nm
4. HRYRA 24 FRARTF 0. 4% A RrA e
A BAFIL0. 2% ARA
FRFICA I 1. 0%
AR JFDAFIE0. 2%
55 B A {5 TTDA G % B B T) — B 4R A
4340. 2%
55C3~C1IMF AL B 57 HA A AF X (5 B
] — B 4% AR 1530, 2%
Fofs 5N 2% BRI AR50, 2%
FR S AT L. 5%
5. NILFAEAZRBAK | BA KT 5. 0% e
6. NIMAEHA B A AL A 2 A B9 720mg ~1080mg  |922mg R
7. BREREF R A0 075% 0. 036% A e
8. K& GH NEATRE/NF90% 96% FFE e

I, L2700




97 R 1 25 PR 1
7= A S AR 7

KBS : Y-4R2403022

R EZY HHTHSEE (AEAZLEED) it 5 4R2403022
2 KR HH ek 3B T S R I 4 100mg X 1}/ £x
Lo A Gyt R % & ATATHE
K i H 3 2024-03-07 s 2024-04-01
For B A H CHE Z 2 0 B H RARdE)  YBH03122020
K58 0 H PR ERL B EHE o I 5518
9. RANREUE 10 v g/ml R SISO B R AR A TS 5. Onm FFE e
i20nm
20 u g/ml R AT B R AR AN 4. 5nm
i20nm
200 v g/ml Bt iE BT R R AR 97nm
1200nm
10, &5&EYE N A R SE 5. 72 FEeE
11, Ko EIKPAEES. 0% 0. 41% e
12 Rk 410 um/%10 wmbL_F ok A5 51k1 FEmeE
113000%%
25 nmf% 25 wmbh bR A S ThI
130071
13, BiEEEIRIKE M ~N300~360m0smol /kg 348m0smol/kg HE5E
14. £H NAF AR SE FF &M e FFE e
15. HRENTFR HingE B SMHENTRTEN N |[FFEME FEmeE
T-0. 6EU
[5&]
OIS EIE, S8 96. 7% e
fi£ (CatH5INO14) NOoNIR S
190. 0%~110. 0%

G| AahdE (28 BB FR R ARIE) YBHO3122020 i A5,
i | e

BTN _p @

2024.04.01




Hunan Kelun Pharmaceutical Co., Ltd.

Certificate of Analysis

Test No.: Y-4R2403022

Paclitaxel For Injection (Albumin

Product Name Batch No. 4R2403022
Bound)
. Injection Vials Made of Middle .
Packaging Form Borosilicate Glass Tubing Strength 100 mg / vial
Test Requested by | Mfg. Dept. Batch Size 4747 vials

Testing Date

March 7t 2024

Report Date

April. 1%, 2024

Mfg. Date March 3", 2024 Exp. Date March 2", 2027
Reference National Specification for Paclitaxel For Injection (Albumin Bound) YBH03122020
Test Items Specifications Test Results Conclusions
Appearance White to pale yellow, lyophilized cake White lyophilized cake. Complies
or powder.
The retention time of the principal | The retention time of the principal
peak in the chromatogram of the test | peak in the chromatogram of the test
Identification (1) solution should correspond to that of | solution should correspond to that of | Complies
the standard solution as obtained in | the standard solution as obtained in
the Assay of Paclitaxel. the Assay of Paclitaxel.
The retention time of the principal | The retention time of the principal
peak in the chromatogram of the test | peak in the chromatogram of the test
Identification (2) solution should correspond to that of | solution should correspond to that of | Complies
the standard solution as obtained in | the standard solution as obtained in
the test for Human Albumin. the test for Human Albumin.
pH 6.0~7.5 6.8 Complies
Should be completely uniformly | Should be completely uniformly
Dissolution time dissolved and free from undispersed | dissolved and free from undispersed
and appearance of | solids within 15 minutes. solids within 15 minutes. Comblies
reconstituted The reconstituted suspension is white | The reconstituted suspension is P
suspension to pale yellow, milky and white to pale yellow, milky and
homogenous. homogenous.
Average particle size: <200 nm 105 nm
Particles size less than 50 nm: < 5% 1%
part.ide sjze and za5r£/|cles size larger than 350 nm: 0.03% .
particle size =07 Complies
distribution D10: >55 nm 66 nm
D50: 80 nm ~ 150 nm 97 nm
D90: <300 nm 157 nm ﬁ ;3-
: / \\?v‘ \’ ?(
Impurity A <0.4% Not detected , A &
Impurity B <0.2% Not detected E v
. il
Impurity C <1.0% 0.13%
Impurity D <0.2% Not detected \ ﬁk % 'g- ﬁ] ﬁ
Impurities corresponding to the (1)
Related substance | relative retention time of Baccatine Not detected Complies
I: <0.2%
Impurity corresponding to the relative
retention time of C3~C11 bridged | Not detected
paclitaxel isomer: <0.2%
Any individual impurity: <0.2% Not detected
Total impurities: <1.5% 0.13%




Human albumin | _ g o, 2.4% Complies
polymers
Human albumin 720~1080 mg per vial. 922 mg Complies
Residual solvents | Ethanol NMT 0.075%. 0.036% Complies
Pfach_taxel >90% 96% Complies
binding rate
Average particle size of 10 pg/ml test 50nm
solution should be NMT 20 nm. '
i Average particle size of 20 pg/ml test .
In-vitro release rate solution should be NMT 20 nm. 4.5 nm Complies
Average particle size of 200 pg/ml test 97 nm
solution should be NMT 200 nm.
Content uniformity | Should comply. 5.72 Complies
Water content <3.0% 0.41% Complies
Subvisible > 10 um: < 3000 particles /container. | 51 particles /container Cormpli
. omplies
Particulate Matter | > 25 im: <300 particles /container. | 7 particles /container P
Osmolality 300~360 mOsmol/kg 348 mOsmol/kg Complies
Sterility Should comply. Complies Complies
Bacterial . .
endotoxin <0.6 EU/mg Complies Complies
It contains not less than
90.0%~110.0% of the labelled
Assay amount of Paclitaxel (C47H51NO14), 96.7% Complies
calculated with reference to the
average content.
Conclusion It complies with the National Specification for Paclitaxel For Injection (Albumin Bound)

YBH03122020.

m

Mo Jing
April. 1%, 2024




		2024-04-29T08:52:37+0300
	Moldova
	MoldSign Signature




