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f Product Name | Dihydroarten % 36T Rr (97 I
— b .. Tablets "
T . - ME % 8 3/ Dihydroartemisinin: 40mg j
,,,,,,, 2oL S S .. BRI Piperaquine Phosphate:0.32g |
EFERH | 2024506 H21H 2026506 5208 ]
| MonufictwedDate | | Jun21,2024 Jun.20, 2026 |
| ooo® i P 20244206 528 7 *
b Qutyy || 8TPacks _ Received date Jun.28, 2024
| ki A ARHE(Corporation Standard) BEEH | 20244:073 178
— gy, ] LS . sk T Jul.17, 2024 _
K5I H Test Item PRAERRSE Test Criteria KB 45 Results
16279 | A BB HWHAE ML, FEHE “Dc” BILTR I s HEmE
Description Should be roung and blue film coated tablets, with scoring linc on one side and D-C Conformed
debossed on another side
(2501 1dentification »
LEBAT(DHA) Hk s i@iﬁ%d&é@{%&fﬁﬂﬂmﬁiﬁufmmwmﬁz!& HILR B B ) — 2, e
HPLC(DHA) The RT of main peak ot test solution should be complied with that of the reference Conformed
samples of DHA in the chromatogram under assay test.
2. EEAAPQP) Bl 75 1 £ (T2 S5 PP B i g U O 5 B ) — 3, BasE
HPLC(PQP) The RT of main pcak of test solution should be complied with that of the reference Conformed
samples of PQP|in the chromatogram under assay test, B
[RE] Examination
Ky 6.0%~10.0% 7.4%
Water  content
LBxR PR B R N34 + 59 e
Weight Variation Should be in +59% Conformed
e 3EH; 5 DHA 45508 P ‘Hliﬁﬁ’ﬁﬁé\:}:f?ﬁﬁ%ﬂ‘ﬂo% 100%
Dissolution Not less than70% of Labe] Claim in 45min ’
PQP ASTIRR VI R AN F AR B 8 0% —
Not less than 80% of Label Claim in 45min ’
BT DHA DKA| GHAHZEI ) 0.9 DKA(RRT 0.9) <5.0% 0.09%
Related substances BABEAIE  Other single impurity<0.2% 0.01%
FBFER  Total impurity<6.09% 0.11%
PQP B Single impurity < 0,15% 0.02%
ZABE  Total impurity<1.5% 0.09%
B b ) )
Uniformity of content DHA 110,V alue<15.0 4.52
CEX71 Yy FEEBH: FRIL10Ag At
Microbiology test The total count of erobic bacteria: not more than 10%ctu/g Not detected
gf»’«jﬂﬁ?ﬁ@é, : T{?F'fﬂlo%fu/g KA
Mould and yeast count: not more than 10? cfu/g Not detected
PN AT R H
E. Coli: undetected Not detected
(&&awa) Assay
DHA (CisHy,0,) PR 1990.0% ~110.0%
Yo/ o - ) 100.3%
90.0% ~110.0% of Label Claim
PQP (C1oH3CLN, 4H,PO,) PR 195,05~ 107.0% dhss
95.0% ~~107.0% of Lahel Clajm e
[#%2 ] Conclusion AR ki (Corporation Standard) D1C007034 5, HBREAENE, Qualified
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Certilica
%i#5: REC-QC-02-123 2,0 R & 43455 Report No. : CPKTFP-24025
; =k T —
| n . | PYE e 43
p rggu " mee Dihydroartemisinin »zli‘ggl;ispcraquine Pho 36~7 FA3L (9T)
e o . B AH # %/ Dihydroartemisinin: 40mg
Batch No. 240605 o BEFRUR %/ Piperaquine Phosphate:0.32g
g =B 20244E06 1200 20264506 F119H
Manufactured Date ! Jun.20,2024 Jun.19, 2026
u B : ™ EAS A 2024506 A 276
Quantity | | B70m/Packs - Received date Jun.27,2024
& HE kAR (Corporation Standard) e 58 20244F07 178
L R — Report date Jul.17, 2024
KB B Test ltem FRHERESE Test Criteria R R Results
[ 4R ERABAMBEET T, YTHHUERS, FEE “D-C” AT 95 P HEME
Deseription Should be round and bluc film coated tablets, with scoring line on one side and D-C Conformed
debossed on another side
(%503 1dentification \ o
LE A (DHA) ﬁ%iiﬁxh‘u‘;‘?:‘i‘f}iim%ﬁ‘]ﬁ?%fﬁﬂ’IEJ}L?-‘EJ‘DHAX-‘J‘R?.E;‘:vﬁﬁﬁzﬂ&%ﬁ@ﬁ?fﬁl“ﬁn HaHE
HPLC(DHA) The RT of main peak of test solution should be complied with that of the reference Conformed
samples of DHA in thc_chromatogmm under assay test. o
2. BIRAAPQP) i ‘%%?‘}ﬁ?hfﬂféH’»M%%7HfrIﬁlﬂ%'PQPXfrﬁfi%%%&Iiéﬂﬁﬁ%m‘j‘lé}-'-‘5)‘(0 FEME
HPLC(PQP) The RT of main peak of test solution should be complied with that of the reference Conformed
- samples of PQP in the chromatogram under assay test.
[##] Examination
KAy 6.0%~10.0% 7.7%
Water  content
TEER IRERIT13 + 5% EME
Weight Variation Should be in +5% Conformed
W DHA ASTER L IR AN TAR R BT 70% -
0
Dissolution Not less than70% of Label Claim in 45min
PQp A5 P L IR BE TN TF AR B 80% 10054
Not less than 80% of Label Claim in 45min ’
[P S DHA DKA CHIXHRE1HIED 09 DKA(RRT 0.9) <5.0% 0.10%
Related substances BAHAESHE  Other single impurity<0.2% <0.025%
B Total impurity<6.0% 0.10%
PQP HABIE  Single impurity < 0.15% 0.02%
FEE Total impurity<1 5% 0.08%
el DHA =10, Values15.0
Uniformity of content N e 149
AR RN Ry 10%chu/g FA B
Microbiology test Tpe total count gf aerobic bacteria: not more than 103cﬂ1/g Not detected
BB 0. AT 102%cfuly FA
Mould and yeast|count: not more than 102 cfu/g Not detected
KIE®E. REkd P i)
E. Coli: undetected Not detected
(& &gz Assay
DHA (CysH,.05) PRARR1190.0% |~ 110.0%
0 0p o i 100.4%
90.0% ~110.0% of Label Claim
PQp (CotsCLNGAHPOY) KRB 495.0%~ 107.0% )
95.0% ~107.0% of Label Claim 99.8%
[H5E ) Conelusion A% AR (Corporation Standard) DIC0070345%, HRMEME.  Qualified 5
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