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Product : Maxcand (Caspofungin) lyophilized powder for concentrate for solution for infusion 50 mg
Hpoaykr : Makckann® (KacnodyHruH) TMO(GHIM3AT 1Tl IPUTOTOBJIEHHS. KOHIIEHTPATA JUIs IPUTOTOBIIEHHS PACTBOPA IS
uHy3nit 50 Mr

Batch No / Cepus Ne : AAF208 Batch Quantity / O6bem cepuu: 8240 vials / pnakonos

AR No / Anajaurndeckuii oruer Ne : AFP/22/G/1060|Date of Analysis / lata anaiau3za: 26/07/2022
AFP/22/G/1101

Date of Mfg. / lara npousBoacrBa: 07/2022 Date of Expiry / T'ogen jo: 06/2024

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/ . .
N Test / IToka3aTenp Result / Pe3yabTat Specification / Hopma
1 | Description / Onucanue
la |Lyophilisate / Jluopunuzar White lyophilized mass / White to off-white lyophilized powder or
Benast TMoUIM3NpOBAHHAS MAcca. lyophilized mass /
Benpiii mnu moutu Oenblid JTHOGUIH3AT
WK THO(QUIM3UPOBaHHAs Macca.
1b | Reconstituted solution / Clear, colorless solution / TIpospaunsiii, | Clear, colorless solution / ITpo3paussrii,
BoccranoBieHHBIN pacTBOp GecLBETHBII pacTBOP. OecLBeTHBII pacTBOD.
2 | Dissolution time / 0 min 35sec/ Not more than 3 min/
Bpems pacTBopenus 0 muH 35 cex He 6onee 3 MunyT
3 | Solution clarity / Solution clarity not differ from the | Solution clarity should not differ from the
[Ipo3payHoCTh pacTBOpa clarity of the same volume of water for | clarity of the same volume of water for

injection / Ilpo3paunocts pactBopa He | injection / Ilpo3padnocTs pacTBopa He
OTJIMYAETCS OT MPO3PAYHOCTH TAKOT'O XKeE | JOJDKHA OTIMYAThCs OT HPO3PAYHOCTH

O6L6Ma BOAbBI U1 I/IH’beKLlI/Iﬁ TaKOI'o XK€ O6’beMa BOABI OJ14 HHLGKHI/Iﬁ.
4 | Color of solution /
[BeTHOCTH pacTBOpa 100.75 L — not less than 95.0 / L — e menee 95,0
-0.04 a—-20to+2.0/a-or-2,0 o +2,0
0.04 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 [/ HHTEHCHBHOCTH
W HTEHCUBHOCTD OKpAIIMBAaHUSA | OKpAlIMBAHUS pAcTBOpa JOJDKHAa OBITH
pacTBopa BEIpaKeHA He OOJBINE, YeM Y | BEIpakeHa He OOJbIle, 4eM y pacTBopa
pactBopa cpaBaeHus Ys/BYs cpaBHenust 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

standard solution demonstrate maxima | solution should demonstrate maxima at
at  273t2 nm |/ Y®-cmektpsl | 273+2 nm / Y®-cnekTpsl HOMIOLICHHS
IIOTJIOLLIEHUS UCIIBITYEMOI'0 pacTBOpa U | UCIBITYEMOI'O  pacTBOpa M pacTBOpa
pacTBopa  CTaHIapTHOrOo  oOpasma | craHmapTHOro oOpa3a KacrmogyHruHa
Kacrno(yHruua arieraTa | arerata  JO/DKHBI  JIEMOHCTPHPOBAThH
JIEMOHCTPUPYIOT ~ MaKCHUMYMbI TP | MAKCHMYMBI TIPH JJIMHE BOJIHBI 273%2 HM.
JUIMHE BOIHBI 27312 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 : AAF208 Batch Quantity / O6bem cepuu: 8240 vials / pnakonos

AR No / Anajaurndeckuii oruer Ne : AFP/22/G/1060|Date of Analysis / lata anaiau3za: 26/07/2022
AFP/22/G/1101

Date of Mfg. / lara npousBoacrBa: 07/2022 Date of Expiry / T'ogen jo: 06/2024

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 (MPOIOJIKEHHE)

5b |By HPLC/ BDXKX

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
YACPKHUBAaHUA OCHOBHOTO TIIMKa Ha
XpoMaTtorpaMmme HCTIBITYEMOT'O
pacTBOpa COOTBETCTBYET BPEMEHU
YACPKHMBAaHUSA OCHOBHOTO TIIMKa Ha
XpomaTorpamme pactBopa
CTaHIApTHOTO 00pa3iia KacmoyHT HHA
ancrara (pa3z[en «KonngecTBeHHOE
onpe/:[eneHHe»).

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
YACPpKUBAHUA OCHOBHOI'O IuKa Ha
XpoMaTorpaMMe MCIBITYEMOI'O pacTBOpa
JOJIDKHO COOTBETCTBOBAThH BpPEMCHHU
YACPpKUBAHUA OCHOBHOI'O IuKa Ha
XpoMaTtorpaMmme pacTtBopa CTaHAAPTHOI'O
obpasia kacnodyHruHa anerata (pazgen
«KomngecTBeHHOC onpe/:[eneHI/Ie»).

6 | pH of solution/ 6.6 6,0-7,0
pH pacrBopa
7 | Water / Bona 0.2% He 6ouee 3,0 %

8 Particulate matter / Mexanunuec

KHE BKJIIOYCHUA

visible particles /
euoumole UACMuUuubl .

subvisible particles /
HesuOuMble yacmuubsl:
particles > 10 um/

JacTHUIIBI pazMepoM > 10 MkM

particles > 25 um/
YaCTHUIIBI pa3MEPOM > 25 MKM

Complies as prescribed /
CoOTBeTCTBYET TPEOOBAHHUSIM

262 per vial /
262 Ha ¢makoH

02 per vial /
02 Ha akon

According to requirements /
B cootBercTBHU C TpC6OBaHI/I$IMI/I

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 : Maxcand (Caspofungin) lyophilized powder for concentrate for solution for infusion 50 mg
Hpoaykr : Makckann® (KacnodyHruH) TMO(GHIM3AT 1Tl IPUTOTOBJIEHHS. KOHIIEHTPATA JUIs IPUTOTOBIIEHHS PACTBOPA IS
uHy3nit 50 Mr
Batch No / Cepus Ne : AAF208 Batch Quantity / O6bem cepuu: 8240 vials / pnakonos
AR No / Anajaurndeckuii oruer Ne : AFP/22/G/1060|Date of Analysis / lata anaiau3za: 26/07/2022
AFP/22/G/1101
Date of Mfg. / lara npousBoacrBa: 07/2022 Date of Expiry / T'ogen jo: 06/2024
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)
'\;30/ Test / Iokasareian Result / Pe3ynbTar Specification / Hopma
9 | Related substances / PoacTBeHHbIe IpUMecH
Impurities B1+B2/ Not more than 1.0 % /
IIprmmecu B1+B2 1.0.250 % He 6omee 1,0 %
Caspofungin dimer 1/ 2 0.064% Not more than 0.5 % /
JHumep xacmodynruna 1 T He 6omnee 0,5 %
Caspofungin dimer 2 / 3. Below LOQ (LOQ = Not more than 00.5% /
Jdumep xacropyHTHHA 2 0.037%)/ Hwxe npenena He 6oiee 0,5 %
A X KOJIMYECCTBCHHOI'O
Impurity with RRT of about 1.90 / Not more than 0.5 % /
IIpmmecs ¢ RRT oxomo 1,90 He 6omee 0,5 %
Impurity with RRT of about 1.49 / 4.0.039% Not more than 0.5 % /
IIpmmecs ¢ RRT oxomo 1,49 He 60nee 0,5 %
5. Below BDL (BDL=
Individual unidentified impurity / 0.012 %) / Huske miopora Not more than 0.2 % /
EnuuuuHas HeMACHTUPUIIUPOBAHHAS peructparuu (TTP =0.012 %) | He 6onee 0,2 %
MPUMECh
6.Below BDL (BDL= 0.012 %)
/ Huxe mopora perucrpanuu
(TTP =0.012 %)
. . 0
Total |mpur|t|es/v 7 0.59 % 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 dTHICHIHAMMHA Hwmxe npenena He 6osee 0,30 %
koimuectBenHoro 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 kacniodynruna | He 6onee 5,0 EQ/mr kacodyHruna
12 | Sterility / Sterile / Should be sterile /
CTrepHiIbHOCTD Crepunex JomxeH OBITh CTEPUIIBHBIM
13 | Uniformity of dosage units / 2.2 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 / Should be non-toxic /
AHOMaJIbHASI TOKCUYHOCTDH Heroxcuunsrit JomxkeH 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 : AAF208 Batch Quantity / O6bem cepuu: 8240 vials / pnakonos

AR No / Anajaurndeckuii oruer Ne : AFP/22/G/1060|Date of Analysis / lata anaiau3za: 26/07/2022
AFP/22/G/1101

Date of Mfg. / lara npousBoacrBa: 07/2022 Date of Expiry / T'ogen jo: 06/2024

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 crexnma tam | (USP)
BMECTUMOCTBIO 10 MII, YKYITIOPEHHOM
PE3UHOBOM IPOOKOIA, 00KATOM CBEPXY

AJTIOMUHUEBBIM KOJIMayKOM c
MpeAoXpaHUTENbHOU IJITACTUKOBOU
kpeimkoid.  Ilo 1 ¢umakony ¢
WHCTPYKIIHUEH o MIPUMEHEHUIO

[IOMEUIAIOT B MaYKy KapTOHHYIO.

31.07.2020)
'\;30/ Test / IokasaTean Result / PesysibTar Specification / Hopma
15 |Assay/ 54.869 mg / 54.869 mr 49.14 to 60.06 mg of Cs;HgsN1oO1s
KosnuecTBeHHOE (100.5 %) (caspofungin) (90 to 110% of label
onpeaejeHue claim*) per vial / Or 49,14 no 60,06 mr
Cs2HggN10015 (xactiodpyurun) (ot 90 1o
110 % oT HOMHHAIBHOTO COMAEPKAHUI™)
BO (prlaKoHe
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 vial and a patient
information leaflet in a carton. / TTo 50 mr
wmn 70 Mr kacroyHruHa Bo (hiIakoHE W3
6ecuserHoro crexkiaa tum | (USP)
BMeCTUMOCTbIO 10 MJ, YKYNOpPEHHOM
PE3NHOBOI TPOOKOH, 00XKaTOM CBEpPXY
AJTIOMUHUEBBIM KOJIIa4KOM c
MpeIoXpaHUTENbHOM MJIACTUKOBOM
kpoiikoi. [To 1 daakoHy ¢ HHCTpYKIUEH
[0 TPUMEHEHHUIO [IOMEIIAIOT B MAYKy
KapTOHHYIO.

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

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

19 | Shelf life / Cpok rognocru 2 years/ 2 roma

Kacrno(yHruHa anerara).

*Label claim of caspofungin for 50 mg/vial strength considering the excess is 54.6 mg (60.6 mg of caspofungin acetate) /
HomunansHoe conepxanue KacrnodyHruHa Jyist 103upoBku 50 Mr/¢akoH ¢ yueToM u30biTKa cocrasisier 54,6 mr (60,6 mr
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3axawuenne: OJJOGPEHO

Prepared by /
IToarorosneHo:

EDocuSigned by:

{
rm, ’,‘
D89525D862C3440...

Checked by /
IIpoBepeHo:

DocuSigned by:
EKWM Kumar Ea}oh

599EA4505CC74ES...

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens

DocuSigned by:
/
3643404426464BD...

Reprint Date /
Morrug-2022 | 5:53 PM IST

Reprint Date /
1QaAK9-2022 | 6:45 PM IST

Reprint Date /
L zANg-2022 | 10:06 AM IST




		2022-08-10T21:36:56-0700
	Digitally verifiable PDF exported from www.docusign.com




