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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Page 1of 4/ Crp. L uz 4

Product
Hpoaykr :

uHy3nit 50 Mr

Maxcand (Caspofungin) lyophilized powder for concentrate for solution for infusion 50 mg
Maxkckana® (kacno(yHrus) IHoQHIN3aT 11 IPUTOTOBJIEHUS KOHIIEHTPATA ISl IPUTOTOBJICHUS pacTBOpPa s

Batch No / Cepusi Ne : AAF124

Batch Quantity / O6bem cepuu: 8760 vials / pmakonoB

AR No / AnaauTnyeckuii oruer Noe :

AFP/21/G/1734 |Date of Analysis/ lata ananuza:  21/12/2021

AFP/21/G/1797

Date of Mfg. / lata npoun3BojacTBa:

12/2021 Date of Expiry / Tonen no: 11/2023

Analysis performed according ND / Anaau3 nposeaen mo HJI:
JII1-005460-110419 (amend Ne 1 from 12.07.2019, amend Ne 2 from 31.07.2020 /u3m. Ne 1 ot 12.07.2019, usm. Ne2 ot

standard solution demonstrate maxima
at 2732 nm [/ Y®-cmektpsl
IOTJIOIIEHHUST UCIIBITYEMOI0 pacTBOpa U
pacTBopa CTaHAapTHOTO obpasma
KacrmoyHruHa arerara
JNEMOHCTPUPYIOT ~ MaKCUMyMBI — TpH
JUIMHE BOIHEI 27312 HM.

31.07.2020)
No / . .
Test / IToka3aTeap Result / Pe3yabTat Specification / Hopma
Ne
1 | Description / Onucanue
la |Lyophilisate / Jluopunuzar White lyophilized mass / White to off-white lyophilized powder or
Benast TMoUIM3NPOBAHHAS MAcca. lyophilized mass /
Benprit mnm moutm Oenmblil MHOGMIH3AT
Hnin J'II/IO(bI/IJ'II/ISI/IpOBaHHaSI Macca.
1b | Reconstituted solution / Clear, colorless solution / TTpo3spaunsiii, | Clear, colorless solution / ITpo3paussii,
BoccranoBiieHHBINH pacTBOp OecBeTHEII pacTBOP. OecLBETHEIN pacTBOP.
2 | Dissolution time / 0 min 41 sec/ Not more than 3 min/
Bpems pactBopenns 0 muH 41 cex He 6onee 3 munyT
3 | Solution clarity / Solution clarity not differ from the| Solution clarity should not differ from the
ITpo3payHocTh pacTBOpa clarity of the same volume of water for | clarity of the same volume of water for
injection / TIpospaunocts pactBopa He | injection / Ilpo3pauHocTh pacTBOpa He
OTJIMYACTCA OT PO3PAYHOCTH TAKOTO K€ | JOJDKHA OTINYAThCd OT HOPO3pavyHOCTH
O6L6Ma BOAbI I I/IHLGKHI/Iﬁ TaKOI'o XK¢€ O6’L€Ma BOABI OJ14 HHLGKHHﬁ.
4 | Color of solution /
Ilsernocrs pacreopa 99.91 L — not less than 95.0 / L — ne menee 95,0
-0.01 a—-20to+2.0/a-or-2,0 o +2,0
-0.06 b--2.0to+2.0/b—-o01-2,0 10 +2,0
4 | Color of solution / Color intensity of the solution not | Color intensity of the solution should not
IiBeTHOCTH pacTBOpa exceed the color intensity of the| exceed the color intensity of the reference
reference solution Ys/BYs /| solution  Ye/BYs [/ WHTeHCHBHOCTH
MHTEeHCHBHOCTD OKpalllMBaAHHWA | OKpAllIUBaHUA PACTBOpPA MAOJDKHA OBITH
pacTBopa BEIpaKeHA He OOJIBINE, YeM Y | BEIpakeHa He OOJbIle, 4eM y pacTBopa
pactBopa cpaBueHus Ys/BYs cpaBHeHust Ys/BYs
5 Identification / IlopaunnocTn
5a | Spectrophotometry / UV absorption spectra of test solution | UV absorption spectra of test solution and
Cnekrpodoromerpus and caspofungin acetate reference | caspofungin acetate reference standard

solution should demonstrate maxima at
2732 nm |/ Y®-crieKTphl MOTIIOICHUS
UCIIBITYEMOI'0  PacTBOpa M  pacTBopa
CTaHIApTHOTO oOOpasna Kacmo(yHTHHA
alierata  JIOJDKHBI  JIEMOHCTPHUPOBATh
MaKCHMYMBbI [TPH JUIHHE BOJHBI 273+2 HM.
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CEPTUOUKAT AHAJIN3A
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Product
Hpoaykr :
uHy3nit 50 Mr

Maxcand (Caspofungin) lyophilized powder for concentrate for solution for infusion 50 mg
Maxkckana® (kacno(yHrus) IHoQHIN3aT 11 IPUTOTOBJIEHUS KOHIIEHTPATA ISl IPUTOTOBJICHUS pacTBOpPa s

Batch No / Cepus Ne : AAF124 Batch Quantity / O6bem cepuu: 8760 vials / pmakonoB

AR No / Anajaurndeckuii oruer Ne : AFP/21/G/1734 |Date of Analysis/ lata ananuza:  21/12/2021
AFP/21/G/1797

Date of Mfg. / lara npousBoacrBa: 12/2021 Date of Expiry / T'ogen jo: 11/2023

Analysis performed according ND / Anaau3 nposeaen mo HJI:
JII1-005460-110419 (amend Ne 1 from 12.07.2019, amend Ne 2 from 31.07.2020 /u3m. Ne 1 ot 12.07.2019, usm. Ne2 ot

31.07.2020)

No /

Test / Iloxka3aTeanb
Ne

Result / PesyabTar

Specification / Hopma

5 | Identification (cont...) / IlopMHHOCTD (MPOIOJIZKEHHE)

5b |By HPLC/BDXX

The retention time of the main peak in
the chromatogram of test solution
correspond to the retention time of the
main peak in the chromatogram of
caspofungin acetate reference standard
solution (section Assay) / Bpewms
YACPKMBAaHUSA OCHOBHOTO TIIMKa Ha
XpoMaTtorpamme HUCOBITYEMOTO
pacTtBOpa COOTBCTCTBYCT BPCMCHU
YACPIKHMBAHUA OCHOBHOTO TIIMKAa Ha
XpomaTorpamme pactBopa
CTaHIApTHOTO 00pa3iia KacmoyHT HHA
ancrara (pasz[en «KonngecTBeHHOE
onpez(eneHI/Ie»).

The retention time of the main peak in the
chromatogram of test solution should
correspond to the retention time of the
main peak in the chromatogram of
caspofungin acetate reference standard
solution  (section Assay) / Bpewms
YACpKUBAHUA OCHOBHOI'O IuKa Ha
XpoOMATOrpaMme HCHOBbITYEMOTO PpacTBOpPA
JOJIZKHO COOTBCTCTBOBAThH BPEMCHHA
YACPIKMBAHUA OCHOBHOI'O IIuKa Ha
XpoMaTtorpaMmme pacTtBopa CTaHAAPTHOI'O
obpasia kacnodyHruHa anerata (pazgen
«KomndgecTBeHHOC onpe/:[eneHI/Ie»).

6 |pH of solution/ 6.5 6,0-7,0
pH pacrBopa
Water / Boaa 0.2% He 6onee 3,0 %

Particulate matter / Mexanunuec

KHE BKIIIOYCHUA

visible particles /
suoumole Yyacmuuybl .

subvisible particles /
HesuoOuMble yacmuubsl:

particles > 10 um/
JacTHUIIBI pazMepoM > 10 MKkM

particles > 25 pm/

Complies as prescribed /
CooTBeTcTBYET TpEeOOBaHUIM

202 per vial /
202 Ha ¢makoH
01 per vial /

YaCTHIIBI pa3MEPOM > 25 MKM

01 Ha ¢rakon

According to requirements /
B cooTBetcTBUM ¢ TpeOOBaHUSIMHU

Not more than 6000 per vial /
He 6onee 6000 Ha dnakon

Not more than 600 per vial /
He 6onee 600 Ha ¢urakoH.
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Product
Hpoaykr :

uHy3nit 50 Mr

Maxcand (Caspofungin) lyophilized powder for concentrate for solution for infusion 50 mg
Maxkckana® (kacno(yHrus) IHoQHIN3aT 11 IPUTOTOBJIEHUS KOHIIEHTPATA ISl IPUTOTOBJICHUS pacTBOpPa s

Batch No / Cepus Ne : AAF124 Batch Quantity / O6bem cepuu: 8760 vials / pmakonoB

AR No / Anajaurndeckuii oruer Ne : AFP/21/G/1734 |Date of Analysis/ lata ananuza:  21/12/2021
AFP/21/G/1797

Date of Mfg. / lara npousBoacrBa: 12/2021 Date of Expiry / T'ogen jo: 11/2023

Analysis performed according ND / Anaau3 nposeaen mo HJI:
JII1-005460-110419 (amend Ne 1 from 12.07.2019, amend Ne 2 from 31.07.2020 /u3m. Ne 1 ot 12.07.2019, usm. Ne2 ot

31.07.2020)
I\Jl\? / Test / Iokasarein Result / Pe3yabTat Specification / Hopma
9 | Related substances / PoacTBeHHbIe IpUMecH

Impurities B1+B2/
IIpumecu B1+B2

Caspofungin dimer 1/
Jumep xacropyrrrHa 1

Caspofungin dimer 2/
Jumep xacnodyHruna 2

Impurity with RRT of about 1.90 /
IMpumecs ¢ RRT okomno 1,90

Impurity with RRT of about 1.49 /
IMpumecs ¢ RRT okomo 1,49

Individual unidentified impurity /
E)ZLI/IHI/I‘IHaﬂ HeI/IJICHTI/I(bI/IHI/IpOBaHHaH
MPUMECH

Total impurities /

1.0.263 %
2. 0.080%

3. Below LOQ (LOQ

=0.037 %) / Huxe npenena
xosmuectBeHHoro 0.037%

4. Below LOQ (LOQ

=0.037 %) / Hmwxe npenena
kommyectBeHHoro 0.037%

5. Below BDL (BDL=

0.012 %) / Huxe mopora
peructparmu (ITP =0.012 %)

Below BDL (BDL= 0.012 %) /
Hmxe nopora peructpannu (I1P)
=0.012 %)

0.52 %

Not more than 1.0 % /
He 6omee 1,0 %

Not more than 0.5 % /
He 6omee 0,5 %

Not more than 00.5% /
He 6omee 0,5 %

Not more than 0.5 % /
He 6omee 0,5 %

Not more than 0.5 % /
He 6omnee 0,5 %

Not more than 0.2 % /
He 6omee 0,2 %

Not more than 3.0 % /

Cymma mpumeceit He 6oiee 3,0 %
10 | Ethylenediamine content / Below LOQ (LOQ =0.028 %) /| Not more than 0.30 % /
Copep:xaHue dTHIEHIHAMHHA Hwuxe npenena He 6omee 0,30 %
kommuectBeHHOTO 0.028%
11 | Bacterial endotoxins / 1.536 EU/mg of caspofungin /| Not more than 5.0 EU/mg of caspofungin /
BakTepunaabHbIe YHAOTOKCHHBI 1.536 EDQ/mr kacniodpynruna | He 6onee 5,0 EQ/mr kacodyHruna
12 | Sterility / Sterile / Should be sterile /
CrepuibHOCTD Crepunex JomxkeH OBITh CTEPUIBHBIM
13 | Uniformity of dosage units / 3.6 Acceptance value (AV) should be not more
OHOPOTHOCTD 103UPOBAHMS than 15.0. / TToka3aTens mpueMIeMOCTH
(AV) nomxHo 651Th He Gosee 15,0.
14 | Abnormal toxicity / Non-toxic / Should be non-toxic /
AHOMaJIbHAA TOKCUYHOCTH Hertokcuunsiii JlomkeH ObITh HETOKCUYIHBIM
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 4 of 4/ Ctp. 4 uz 4

Product
Hpoaykr :
uHy3nit 50 Mr

Maxcand (Caspofungin) lyophilized powder for concentrate for solution for infusion 50 mg
Maxkckana® (kacno(yHrus) IHoQHIN3aT 11 IPUTOTOBJIEHUS KOHIIEHTPATA ISl IPUTOTOBJICHUS pacTBOpPa s

Batch No / Cepus Ne : AAF124 Batch Quantity / O6bem cepuu: 8760 vials / pmakonoB

AR No / Anajaurndeckuii oruer Ne : AFP/21/G/1734 |Date of Analysis/ lata ananuza:  21/12/2021
AFP/21/G/1797

Date of Mfg. / lara npousBoacrBa: 12/2021 Date of Expiry / T'ogen jo: 11/2023

Analysis performed according ND / Anaau3 nposeaen mo HJI:
JII1-005460-110419 (amend Ne 1 from 12.07.2019, amend Ne 2 from 31.07.2020 /u3m. Ne 1 ot 12.07.2019, usm. Ne2 ot

I clear glass vial (USP) stoppered with
rubber stopper, crimped above with a
flip-off cap. 1 vial and a patient
information leaflet in a carton. / Ilo
50 mr xacmodyHruHa BO (IakoHE U3
6ecuserroro creknma tam | (USP)
BMECTUMOCTBIO 10 MII, YKYITOpeHHOM
PE3MHOBOI MPOOKOIL, 00:KATOM CBEPXY

AIIOMHUHHUEBBIM KOJINAaYyKOM c
IPEIOXPAaHUTEIbHON  IIACTUKOBOM
kpeimikoid.  Ilo 1 ¢umakony ¢
HHCTPYKLIUEH o IIPUMEHEHHUIO

[IOMEUIAIOT B MaYKy KapTOHHYIO.

31.07.2020)
'\Jl\? / Test / Mlokazarenn Result / PesyabTar Specification / Hopma
15 |Assay/ 56.358 mg / mr 49.14 to 60.06 mg of CsHggN1oO1s
KouanuecTBeHHOE (103.2 %) (caspofungin) (90 to 110 % of label
omnpenejieHue claim*) per vial / Or 49,14 no 60,06 mr
Cs2HggN10015 (xacniodpyurun) (ot 90 mo
110 % oT HOMHHAJIBHOTO COMAEPKAHUI™)
BO (prakoHe
16 [Packaging / YnakoBka 50 mg of caspofungin in a 10 mL type | 50 mg or 70 mg of caspofungin in a 10 mL

type | clear glass vial (USP) stoppered
with rubber stopper, crimped above with a
flip-off cap. 1 wvial and a patient
information leaflet in a carton. / 1o 50 mr
wmn 70 Mr kacrmoyHruHa Bo (hiakoHE W3
6ecusetHoro crexkiaa tum | (USP)
BMECTUMOCTBhIO 10 MJ, YKYIMOpEeHHOM
pPE3MHOBOH TPOOKOH, 00XKAaTOM CBEpXYy
aJFIOMUHUEBBIM KOJINAa4KOM c
MpeIoXpaHUTENbHOM MJIACTUKOBOM
kpoiikoi. [To 1 daakoHy ¢ HHCTpYKIUEH
[0 TPUMEHEHHUI0O TOMEMAIOT B MAuKy
KapTOHHYIO.

17 | Labeling / MapkupoBka According to ND / B cootBetctuu ¢ HJJ

18 |Storage / YcaoBus At temperature 2-8 °C / ITlpu temneparype 2-8 °C
XpaHeHust

19 | Shelf life / Cpoxk roanocru 2 years / 2 rona

Kacro(yHruHa arerara).

*Label claim of caspofungin for 50 mg/vial strength considering the excess is 54.6 mg (60.6 mg of caspofungin acetate) /
HommuHansHOE conepikaHue KacmoQpyHTrHA Ut 103upoBKH S50 MT/(prakoH ¢ yueToM u30bITKa coctaBiset 54,6 mr (60,6 Mr

Remarks : The Product conforms to ND/

Ipumeuanue: [Ipoaykr coorBercTBYeT TpeboBanusiM HJI

Conclusion : APPROVED /
3akaouenune: OJJOGPEHO

Prepared by /

TToAroTOBMCHO: DocuSigned by:
i
| 2§ ’,‘
D89525D862C3440...

Checked by /
IIpoBepeHo:

DocuSigned by:
R

B306286B45FE421...

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoaures

@ekala Srinivas Reddy|

3643404426464BD...

Reprint Date /
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