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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page 1 of 4/ Ctp. 1 uz 4

uHy3nit 50 Mr

Product : Maxcand (Caspofungin) lyophilized powder for concentrate for solution for infusion 50 mg
Hpoaykr : Maxkckaua® (kacno(yHIuH) TMOGUIN3AT IS IPUTOTOBJIEHHUS KOHIIEHTPATA ISl TIPMTOTOBJIEH)S PACTBOPA JUIs

Batch No / Cepusi Ne : AAF214

Batch Quantity / O6bem cepuu: 8938 vials / pnakonos

AR No / AnaauTnyeckuii oruer Noe :

AFP/22/G/1300|Date of Analysis / lata anaauza:  23/09/2022

AFP/22/G/1415

Date of Mfg. / lata npoun3BojacTBa:

08/2022 Date of Expiry / Tonen no: 07/2024

31.07.2020)

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

No /

Test / Iloxka3areanb
Ne

Result / Pe3yabTat

Specification / Hopma

1 | Description / Onucanue

la |Lyophilisate / Jluopunuzar

White lyophilized mass /

benast nuo¢unu3npoBaHHas Macca.

White to off-white lyophilized powder or
lyophilized mass /

Benpiii mnu moutu Oenblid JTHOGUIH3AT
WK THO(QUIM3UPOBaHHAs Macca.

1b | Reconstituted solution /
BoccranoBieHHBIN pacTBOp

Clear, colorless solution / TIpo3pauHbrit,

OecIBETHBIN pacTBOP.

Clear, colorless solution / TIpo3pauHsrit,
OcCLBETHBIN pacTBOP.

2 | Dissolution time /
Bpemst pacTBopeHus

0 min 42 sec/
0 muH 42 cex

Not more than 3 min/
He 6onee 3 MunyT

3 | Solution clarity /
IIpo3pauHocTh pacTBOpa

Complies as prescribed
CooTBeTCTBYET TPEOOBAHUSIM

/

Solution clarity should not differ from the
clarity of the same volume of water for
injection / TlpospauHocTh pacTBOpa He
JOJDKHa OTJIUYaTbCd OT MPO3PavYHOCTU
TaKOI'o XK€ O6’b€Ma BOABI OJ14 HHLCKHI/Iﬁ.

4 | Color of solution /
IBeTHOCTH pacTBOpa

99.81
0.00
0.05

L — not less than 95.0 / L — e menee 95,0
a—-20to+2.0/a-or-2,0 o +2,0
b--2.0to+2.0/b—-o01-2,0 10 +2,0

4 | Color of solution /
IBeTHOCTH pacTBOpa

Color intensity of the solution
exceed the color intensity of
reference solution Ys/BYs

not
the
/

VIHTeHCUBHOCTH OKpAIIMBAHUSA
pacTBOpa BbIpa)keHa He OoJbIIe, YeM y

pactBopa cpaBaeHus Ys/BYs

Color intensity of the solution should not
exceed the color intensity of the reference
solution Ye/BYs [/ HHTEHCHBHOCTEH
OKpalIMBaHUsl pacTBopa JODKHA OBITh
BEIpaKCHA He OOJbIIe, 4eM y pacTBopa
cpaBHenust Ys/BYs

5 Identification / Ilox1MHHOCTH

5a | Spectrophotometry /
CrektpodoromeTpus

UV absorption spectra of test solution
and caspofungin acetate reference
standard solution demonstrate maxima
at  273#2 nm |/ Y®-cuektpsl
MOTJIOIICHHS HCIBITYEMOI'0 pacTBopa U
pacTtBopa CTaHAAPTHOTO obpasma
Kacno(yHTHHA alnerara

JIEMOHCTPHUPYIOT ~ MAaKCHMYMBI
JUIMHE BOIHBI 27312 HM.

pu

UV absorption spectra of test solution and
caspofungin acetate reference standard
solution should demonstrate maxima at
27312 nm |/ Y®-crekTpbl MOTJIONIEHHS
HCIBITYEMOIO pacTBOpa M  pacrBopa
CTaHIApTHOTO oOOpasna KacmoyHTrHHa
alerara JOJIKHBI JEMOHCTPHUPOBATH
MaKCHMYMBbI [TPH JUIHHE 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 : AAF214 Batch Quantity / O6bem cepuu: 8938 vials / pnakonos

AR No / Anajaurndeckuii oruer Ne : AFP/22/G/1300|Date of Analysis / laTta anaiau3za: 23/09/2022
AFP/22/G/1415

Date of Mfg. / lara npousBoacrBa: 08/2022 Date of Expiry / T'ogen jo: 07/2024

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

294 per vial /
294 na dmakoH

05 per vial /
05 Ha (hakon

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 : AAF214 Batch Quantity / O6bem cepuu: 8938 vials / pnakonos
AR No / Anajaurndeckuii oruer Ne : AFP/22/G/1300|Date of Analysis / laTta anaiau3za: 23/09/2022
AFP/22/G/1415
Date of Mfg. / lara npousBoacrBa: 08/2022 Date of Expiry / T'ogen jo: 07/2024
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)
l\;\{‘ool Test / ITokazaTens Result / Pe3ynbTar Specification / Hopma
9 | Related substances / PoacTBeHHbIe IpUMecH
Impurities B1+B2/ Not more than 1.0 % /
IIprmmecu B1+B2 1.0.275% He 6omee 1,0 %
Caspofungin dimer 1/ 2 0.076% Not more than 0.5 % /
JHumep xacmodynruna 1 o He 6o0mnee 0,5 %
Caspofungin dimer 2 / 3. Below LOQ (LOQ = Not more than 00.5% /
Jumep xacropyHTHHA 2 0.037%)/ Huxe npenena He 60mnee 0,5 %
A i 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. Belgw BDL (BDL= Not more than 0.5 % /
IIpmmecs ¢ RRT oxomo 1,49 0.012 %) / Huxe nopora He 6omee 0,5 %
peructparmu (ITP =0.012 %)
Individual unidentified impurity / Not more than 0.2 % /
EnuuuuHas HeMACHTUPUIIUPOBAHHAS 5. Below BDL (BDL= He 6onee 0,2 %
MIpUMeECh 0.012 %) / Huxe mopora
peructparmu (ITP =0.012 %)
6.Below BDL (BDL= 0.012 %)
/ Huxe mopora perucrpanuu
(TTP =0.012 %)
I 1ti 0,
Total |mpur|t|es/v 7 0.62% Not more than 3.0 % /
Cymma mpumecei He 6oiee 3,0 %
10 | Ethylenediamine content / Below LOQ (LOQ =0.028 %) /| Not more than 0.30 % /
Conep:xanue 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 /
BakTtepunaabHbIe YHA0TOKCHHBI 1.536 EQ/mr kacniodynruna | He 6onee 5,0 EQ/mr kacodyHruna
12 | Sterility / Sterile / Should be sterile /
CrepHiIbHOCTD Crepunex JomxeH OBITh CTEPUIIBHBIM
13 | Uniformity of dosage units / 2.3 Acceptance value (AV) should be not more
OHOPOTHOCTD 103UPOBAHMS than 15.0. / TToka3aTens mpueMIeMOCTH
(AV) nomxHo 651Th He Gostee 15,0.
14 | Abnormal toxicity / Non-toxic / Should be non-toxic /
AHOMaJIbHAA TOKCUYHOCTH Hertokcuunsiii JlomxkeH ObITh HETOKCUYHBIM
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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 / Cepusi Ne : AAF214

Batch Quantity / O6bem cepuu:

8938 vials / ¢pmakonos

Date of Mfg. / lata npoun3BojacTBa:

AR No / Anajaurndeckuii oruer Ne : AFP/22/G/1300|Date of Analysis / laTta anaiau3za: 23/09/2022
AFP/22/G/1415
08/2022 Date of Expiry / Toaen no: 07/2024

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)
l\;\{‘ool Test / TlokazaTens Result / PesysibTar Specification / Hopma
15 Assay/ 55.246 mg/55.246 MI 49.14 to 60.06 mg of CsoHggN19O1s
KoanuecTBeHHoe (101.2 %) (caspofungin) (90 to 110% of label
onpeaejeHue claim*) per vial / Or 49,14 no 60,06 mr

Cs2HgsN10015 (kacnodyurun) (ot 90 1o
110 % oT HOMHHAIBHOTO COMAEPKAHUI™)
BO (prlaKoHe

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. / 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.

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 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 coorBerctBun ¢ HJJ

18 |Storage / Ycnosust
XpaHeHust

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

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

Conclusion : APPROVED /
3axawuenne: OJJOGPEHO

Prepared by /
IToarorosneHo:
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IIpoBepeHo:
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