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CERTIFICATE OF ANALYSIS
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 : A1480031 Batch Quantity / O6bem cepuu: 8800 vials / pmakonoB

AR No / Anajaurndeckuii oruer Ne : FP/24/G/627 |Date of Analysis / JIata ananu3a: 03/10/2024
FP/24/G/649

Date of Mfg. / lara npousBoacrBa: 09/2024 Date of Expiry / T'ogen jo: 08/2026

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 / IToka3aTeap Result / Pe3yabTat Specification / Hopma
Ne
1 | Description / Onucanue
la |Lyophilisate / Jluopunuzar White lyophilized mass / White to off-white lyophilized powder or
Benast TnouIM3NpOBAHHAS 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 47 sec /0 mun 47 cex Not more than 3 min/
Bpems pactBopenns 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 / TIpo3paunocts pactBopa He | injection / IIpo3payHocTs pacTBOpa He
OTJIMYACTCA OT IPO3PAYHOCTH TAKOT'0 )K€ | JOJDKHA OTJINYAaThCd OT HOPO3pavYHOCTH
O6L6Ma BOAbBI U1 I/IH’I)eKLlI/Iﬁ TaKOI'o XK¢€ O6’I)eMa BOABI OJ14 HHLGKHHﬁ.
4 | Color of solution/ 99.96 L —not less than 95.0 / L — ue menee 95,0
Ilsernocrs pacreopa -0.01 a=-2.010+2.0/a—or 2,0 10 +2,0
0.08 b=-2.0t0+2.0/b-ot1-2,0 10 +2,0
4 | Color of solution / Color intensity of the solution not| Color intensity of the solution should not
I[BeTHOCTH pacTBOpa exceed the color intensity of the | exceed the color intensity of the reference
reference solution Y/ Uurencusnocts | solution  Ye/BYs [/ HurencusHoCTh
OKpAIlIMBaHUS PAcTBOpa BBIPAXKEHA HE | OKPAIIMBAaHUS pacTBOpa [OJDKHA OBITh
Oomble, YeM y pacTBOpa cpaBHEHHS Y | BEIpakeHa He OoJiblle, YeM y pacTBOpa
cpaBHenus Ys/BYs
5 Identification / ITopguHHOCTH
5a | Spectrophotometry / Complies as prescribed /| UV absorption spectra of test solution and
CriexktpodoromMeTpust CoOTBETCTBYET TPEOOBAHHSIM caspofungin acetate reference standard

solution should demonstrate maxima at
27312 nm |/ Y®-crekTpbl MOTIONIEHHS
HCIBITYEMOTO pacTBOpa H  pacTBOpa
CTaHIApTHOTO oO0pasna Kacmo(yHruHa
arierata  JIOJDKHBI  JIEMOHCTPHUPOBATh
MaKCHMYMBI IIPH JITMHE BOJHBI 273%2 HM.
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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 : A1480031 Batch Quantity / O6bem cepuu: 8800 vials / pmakonoB

AR No / Anajaurndeckuii oruer Ne : FP/24/G/627 |Date of Analysis / JIata ananu3a: 03/10/2024
FP/24/G/649

Date of Mfg. / lara npousBoacrBa: 09/2024 Date of Expiry / T'ogen jo: 08/2026

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

Complies as
CoOTBeTCTBYET TPEeOOBAHISIM

prescribed

/

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/ 6.6 6.0-7.0
pH pacrBopa
7 | Water / Bona 0.3% He 6ouee 3.0 %

8 Particulate matter / Mexanunuec

KHE¢ BKJIIOYCHUSA

visible particles /

suoumole yacmuybnl:
subvisible particles /
HesuOuMble yacmuubsl:
particles > 10 um/

JacTHUIIBI pazMepoM > 10 MkM
particles > 25 um/

YaCTHUIIBI Pa3MEPOM > 25 MKM

Complies as prescribed /
CooTBeTCcTBYET TPEOOBAHHIM

227 per vial / 227 na ¢makon

01 per vial / 01 Ha ¢nakon

According to requirements /
B cootBercTBHYU ¢ TpeOOBaHUSIMU

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

Not more than 600 per vial /
He 6onee 600 Ha ¢nakoH.
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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 : A1480031 Batch Quantity / O6bem cepuu: 8800 vials / pmakonoB

AR No / Anajaurndeckuii oruer Ne : FP/24/G/627 |Date of Analysis / JIata ananu3a: 03/10/2024
FP/24/G/649

Date of Mfg. / lara npousBoacrBa: 09/2024 Date of Expiry / T'ogen jo: 08/2026

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
9.1 | Impurities B1+B2/ 1.0.191 % Not more than 1.0 % /
IIprmmecu B1+B2 He 6omee 1,0 %
9.2 | Caspofungin dimer 1/ 2 0.040% Not more than 0.5 % /
Jumep kacmopyuruna 1 T He 6onee 0,5 %
9.3 | Caspofungin dimer 2 / 3.. Below LOQ (LOQ =0.037
Jumep kacrmodyHruHa 2 %) / Huxe npenena Not more than 00.5% /
KOIIMYECTBEHHOTO He Gomee 0,5 %
omnpenenenus (ITIKO =0.037
9.4 | Impurity with RRT of about 1.90 / %) Not more than 0.5 % /
[Tpumecs ¢ RRT oxono 1,90 He 6omee 0,5 %
4.Below LOQ (LOQ =
0.037%)/ Huxe npenena
9.5 | Impurity with RRT of about 1.49 / EOHH“e%TBeHHOFO(HKO Not more than 0.5 % /
ITpumecs ¢ RRT okoso 1,49 =0.037 %) He 6osee 0,5 %
5. Below BDL (BDL=
9.6 | Individual unidentified impurity / 0.012 %) / Hixe ropora Not more than 0.2 % /
Envanynas HenaeHTUQUIHPOBaHHAS peructpanu (ITP =0.012 %) He 6oiee 0,2 %
pUMeCh
6. Below BDL (BDL=
0.012 %) / Huxe mopora
peructparmu (ITP =0.012 %)
9.7 | Total impurities / 7. 042% Not more than 3.0 % /
Cymma npumeceit He 6osee 3,0 %
10 | Ethylenediamine content / Below LOQ (LOQ =0.028 %) /| Not more than 0.30 % /
Conep:xanue dTHJIEHIHAMHHA Hwuxe npenena He 6osee 0,30 %
konnuectBerHoro 0.028%
11 | Bacterial endotoxins / 1.536 EU/mg of caspofungin /| Not more than 5.0 EU/mg of caspofungin /
BakTepunajbHble JHAOTOKCHHBI 1.536 EB/mr kacropyuruna | He 6osee 5,0 ED/mr kacnodynruua
12 | Sterility / Sterile / Crepunen Should be sterile /
CTepuibHOCTD JlomkeH ObITh CTEPUITLHBIM
13 | Uniformity of dosage units / 4.8 Acceptance value (AV) should be not more
OaHOPOAHOCTD N03MPOBAHUS than 15.0. / TTokazaTens npueMIeMOCTH
(AV) nomkHo ObITh He Oosee 15,0.
14 | Abnormal toxicity / Non-toxic /HeTokciyHbIi Should be non-toxic /
AHOMAaJIbHAsI TOKCUYHOCTH JomxeH ObITh HETOKCHYHBIM
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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 : A1480031 Batch Quantity / O6bem cepuu: 8800 vials / pmakonoB

AR No / Anajaurndeckuii oruer Ne : FP/24/G/627 |Date of Analysis / JIata ananu3a: 03/10/2024
FP/24/G/649

Date of Mfg. / lara npousBoacrBa: 09/2024 Date of Expiry / T'ogen jo: 08/2026

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)
'\Jl\? / Test / Tloka3aTenn Result / PesyabTat Specification / Hopma
15 |Assay/ 56.800 mg / 56.800 mr 49.14 to 60.06 mg of CsHggN1oO1s
KouanuecTBeHHOE (104.0%) (caspofungin) (90 to 110 % of label
omnpenejieHue claim*) per vial / Or 49,14 no 60,06 mr

CsoHggN10O15 (kacmodpyrrun) (ot 90 mo
110 % oT HOMHHAJIBHOTO COMAEPKAHUI™)
BO (prakoHe

16 |Packaging / YnakoBka

50 mg of caspofungin in a 10 mL type
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. / Tlo
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 ¢

HUHCTPYKLUEN 1o IIPUMEHEHHUIO
MOMEILAOT B [IaUYKy KAPTOHHYIO.

50 mg or 70 mg of caspofungin ina 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
AJIJFOMUHUECBBIM KOJIITa4YyKOM C
MpeIoXpaHUTENbHOM MJIACTUKOBOM
kpoiikoi. [To 1 daakoHy ¢ HHCTpYKIUEH
o MNMPUMCECHCHUIO TIOMCHIAIOT B TIAYKy
KapTOHHYIO.

17 | Labeling / MapkupoBka

According to ND / B coorBerctBun ¢ HJJ

18 |Storage / YcaoBus
XpaHeHHus

At temperature 2-8 °C / ITlpu temneparype 2-8 °C

19 [ Shelf life / Cpok roqnocTu

2 years/ 2 rona

*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

Kacro(yHruHa arerara).

APl name / Haumenosanune A®C:

Caspofungin acetate / Kacrmodynruna anerat

INN / MHH:

Caspofungin / Kacioyurun

API manufacturer batch number /

Homep cepun nponssogurens ADC:

6454011522 & 6454004324

FP Manufacturer API Batch number /
Homep cepuu cyocranuuu npousoautess ['JID:

90000004043 & 80000026944

APl Manufactured by & country /
Ipoussoaurens ADC, crpana:

Teva API India Ltd., India/
Tesa AIIW Unaus JItn., Maous
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Product : Maxcand (Caspofungin) lyophilized powder for concentrate for solution
Hpoaykr : Makckana® (kacnoQyHruH) TMOGHIM3AT 1T IPUTOTOBICHUS KOHIIEHTD
uHy3nit 50 Mr

for infusion 50 mg
aTa JJ1s1 IPUrOTOBJIEHMS pacTBOpa JIs

Batch No / Cepus Ne : A1480031 Batch Quantity / O6bem cepuu: 8800 vials / pmakonoB

AR No / Anajaurndeckuii oruer Ne : FP/24/G/627 |Date of Analysis / JIata ananu3a: 03/10/2024
FP/24/G/649

Date of Mfg. / lara npousBoacrBa: 09/2024 Date of Expiry / T'ogen jo: 08/2026

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.

31.07.2020)

Ne 1 or 12.07.2019, u3m. Ne2 ot

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykr coorBeTcTBYeT TpeOoBanmsM HJI

Conclusion : APPROVED /
3akmouenne: OJIOGPEHO

Signing Reason: | am the author of this doc
Signing Time: 14-Oct-24 | 11:36:42 AM IST Signing Reason: | have reviewed this docur]
| Signing Time: 14-Oct-24 | 12:14:42 PM IST

B25CC45E07244C68995548DBB3D9C77
A45B13D79281412F895AE154856C8CD4

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: [Iposepeno: OnobpeHo: Menemxep /
PykoBonurens
Signed by:
Signed by:
| Compe Semes Signed by:
Satya S .
U Signer Name: Remya James | K Kalyani
mel] Signer Name: Satya S

1entU Signer Name: K Kalyani

Signing Reason: | approve this documgnt
| Signing Time: 14-Oct-24 | 1:49:06 PM [ST

554B3C0ODD97A49609EE4882FE1FQF94F
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