Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxkr: Keropon" (keToponak) pacTeop uis BHYTPHBEHHOIO M BHYTPHMBILIEYHOrO BBEAEHHS, 30 MI/Mil
Batch No / : V211106 Batch Quantity / : 2,09,090 ampules /
Cepusn Ne O61em cepun 2,09,090 amrryn
Analytical Report No / : 890001551388 Date of Analysis / : 16.10.2021
AnamuTHdyecknit orger Ne Jara ananusa
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
JaTa npousBoacrea Togen mo
Analysis performed according ND / Anasns nposenen no HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uam.Ne 2 ot 24.08.2020)
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Ilpo3pauneiii, GecLBeTHBIM pacTBOp.

1;,00 Test / [ToxazaTesib Results / PesyabTathl Specification / Hopma
1 Description / Onucauune Clear colorless solution. /| Clear, colorless to pale yellow

solution. / [Ipo3pauHslif, GecUBETHBIH
WA CBETIIO-XKENTHIH pacTBOp.

2 Identification /
IMogaunuocrs

chromatogram of
tromethamine and

OCHOBHBIX
XpoMartorpaMmme

XpoMaTorpamme

«KonnyecrBeHHOE onpeneneHHe»)

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
ketorolac
naproxen
reference standards solution (Assay
section) / BpemeHa ynepxuBamus
MHUKOB Ha

UCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeEMeHaM
YIOEP)KUBAHUS OCHOBHBIX ITMKOB Ha
pacTBopa
CTaHJAPTHBIX 06Pa3LoB KETOpOJIaKa
TPpOMETaMKHa U HANPOKCeHa (pa3fesn

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen reference
standards solution (Assay section) /
BpemeHa ynepXuBaHHS OCHOBHBIX
MTHKOB Ha XpomaTtorpaMmme
HCIBITYEMOIO  PacTBOpPa  HOIKHEI
COOTBETCTBOBATH BpeMeHaM
YIEpKUBAaHUSA OCHOBHBLIX IMKOB Ha
XpoMarorpamme pacTBopa
CTaHAApPTHBIX 0Opa3LoB KeToposaka
TPOMETaMHHA U HAampokceHa (pasien
«KoNnu4ecTBeHHOE OMpeAelicHUEN)

3 Clarity / Ilpo3pauHocTh

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuenumus
npenapara He JOJDKHA MPeBbLIIAaTh
OMAanecLeHIHIO STIOHA CpaBHeHus 1.

4 Color / LIBeTHOCTL 0.043 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu AnvHe BOJHLI
430 am

5 pH 7.24 Between 6.9 and 7.9/6,9 - 7.9

Remarks : The Product confirms to ND/
[Tpumeuanne: I1poaykT cooTBeTCTBYeET Tpebopanusam HJT

Conclusion : APPROVED /
3axmouenne: OJIOGPEHO

Prepared by /
[MogrorosneHo: Ran\]ﬂkant

Q™

Checked by /
IMposepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens
Pawan Kumar

. -

Reprint Date /
Hara: 16.10.2021

Print Date /
Jara: 16.10.2021

Print Date /
Hara: 16.10.2021

l
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Product ; / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hponykr: Keropon™ (ketoposak) pactsop ans BHYTPUBEHHOIO M BHYTPHUMBbILLIEUHOro BBefeHus, 30 Mr/mn
Batch No / : V211106 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0nem cepun 2,09,090 ammyn
Analytical Report No / : 890001551388 Date of Analysis / : 16.10.2021
AHaIuTHYECKHH oTYeT No Jara ananuza
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
JlaTa mpousBoacTBa T"open xo
Analysis performed according ND / Ananus nposenen no HJI: JITT-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3zm.Ne 2 ot 24.08.2020)
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6 Particulate matter / Mexannyeckue BKII0OUCHUS
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements /
Bunumele yacTHipl B cooTBeTCTBHH € TpeGOBAHHAMH
6B Invisible particles /
HeBunumeie 9acTulibl:
i. Particles> 10 pm/ 97 Not more than 6000 per ampoule /
YacTuupl pasMepom > He 6onee 6000 Ha ammyny;
10 Mxm
ii. Particles > 25 pm/ 7 Not more than 600 per ampoule /
YacTuupl pasMepom > He 6onee 600 na ammyy.
25 MKM
7 Related substances / PogcTBeHnbie npumecu
Impurity A / [Tpumecs A 0.14% Not more than 0.20 % / He Gonee
0,20 %
Impurity B / IIpumMecs B Not Detected Not more than 0.50 % / He Goinee
0,50 %
Impurity C/ ITpumecs C Less than LOO (0.033% Not more than 0.50 % / He Gonee
ess than LOQ (0.033%) 0.50 %
Impurity D / IIpumecs D Not more than 0.20 % / He Gonee
BDL (Disregard area 1803) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He Gosnee
EnnHnyHas HenaeHTUHIH- 0.07% 0,20 %
pOBaHHasl IPUMECH
Total impurities / Cymma 0.27% Not more than 1.50 % / He Gonee
npHUMeceit 1,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tlpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusam HJT 3axawuenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IIOﬂrDTOBneth [Tposepeno: Pardeep Kumar | Ono6peHo: Menemxkep / Pykosoautesns
(3. ﬁ Pawan Kumar L
Reprint Date / Print Date / Print Date / J
Hata: 16.10.2021 Hara: 16.10.2021 Hata: 16.10.2021
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Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
Eroduct 2/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon™ (keToponak) pacTsop /sist BHYTPHEEHHOTO 1 BHYTPUMBILIEYHOTO BBEACHHA, 30 Mr/mi

Batch No/ : V211106 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6nem cepun 2,09,090 ammyn
Analytical Report No / : 890001551388 Date of Analysis / : 16.10.2021
AHanurHveckuii order Ne Jdara ananuza
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024

aTa NPOU3BOACTBA Topen no
Analysis performed according ND / Ananus nposeaen o HJ;: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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8 Extractable volume /
H3Bnexaemblii 00bem

1.0ml/ 1.0 mn

Not less than label claim (1.0 mL) /
He mMenee Homunansroro (1,0 mi)

9 Bacterial endotoxins /
BakrepuanbHblie
3HAOTOKCHUHbI

<=0.725EU/mg /
<=0.725E3/mMr

Not more than 5.8 EU/mg of ketorolac
tromethamine / He Gonee 5,8 ED/MT
KETOpoJiaka TpOMeTaMHUHa

10 Sterility / CrepunbhocTs

Complies / Crepunen

Should be sterile / Crepunen

11 Assay / KonnuecTBeHHOe onpenesieHHe

a) Ketorolac tromethamine /
Ketoponaka TpoMeTaMuH

29.68 mg /29.68 mr

From 270mg to 33.0mg of
Ci1sH13NO3-C4H | 1NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
pi(e] 33,0 MI C15H13NO3'C4H11NO3
(xeToponaka TpoMeTaMHuH) B 1 M

b) Sodium chloride / Hatpus 4.30 mg/mL / 4.30 Mr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOpUZ Ot 4,2 mMr/mn go 4,5 mr/ma
12 Alcohol content / DTanoa 11.92 % Between 10.60 % and 12.60 % /

Ot 10,60 % mo 12,60 %

Remarks : The Product confirms to ND/
I lpumeyanue: [Tponykt coorBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3akmovenune: OJOBPEHO

Prepared by /
IMogroroeneno; Ramakant

-

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauresis

Pawan Kumar ;?3”’-

Reprint Date /
Hara: 16.10.2021

Print Date /
Hata: 16.10.2021

Print Date / ’
JHara: 16.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
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Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Ipoayxr: Keropon® (keroponak) pacTBOp [isi BHYTPHBEHHOIO M BHYTPUMBILIEYHOTO BBENCHHS, 30 Mr/mu
Batch No / : V211106 Batch Quantity / : 2,09,090 ampules /
Cepust Ne Oo6bem cepiu 2,09,090 amryn
Analytical Report No / : 890001551388 Date of Analysis / : 16.10.2021
AHAJTHTHYECKHH oTYeT Ne JlaTta ananu3sa

Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024

Jara npousBogcTBa T'ogen g0

Analysis performed according ND / Anasus nposesen mo HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 oT 24.08.2020)

Page4 of4/Crp. 43 4

13 Packaging / Ynakoeka

1 mL in class I amber glass ampoules
(USP). A cut ring and point in the
upper part of ampoule. A label is
attached to ampoule.

10 ampoules and a patient
information leaflet in a
PVC/aluminum blister.

1 blisters in a carton pack.

m

ITo 1 M B aMIyisl W3 TEMHOro
crexia knacca I (USP). B Bepxueit
YacTH aMITyJibl HAHECEHBI KOJBLO U
TOYka Ui pasioma. Ha ammyny
HaKJICHBAIOT STHKETKY.

Ilo 10 ammyn ¢ UHCTpYKUHMEH IO
MPAMEHEHHIO HOMEIIAIOT
B [IBX/antoMuHKeBbII GiHCTED.

ITo 1 6ucTepy B NauKy KapTOHHYIO.

1 mL in class I amber glass ampoules
(USP). A cut ring and point in the
upper part of ampoule. A label is
attached to ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack.

[To 1 M1 B amMITyJIBI H3 TEMHOIO CTEKJIa
knacca I (USP). B BepxHell yactu
aMITyJIbl HaHEeCEHbl KONbLO U TOYKa
Juig pasnoma. Ha amnyny HakjeuBaioT
ITUKETKY.

Io 10 ammyn ¢ WHCTpYKUmMeil 0o
NIPUMEHEHUIO [IOMEILA0T
B [IBX/anoMuHHUEBbIH OiucTEp.

o 1 GuncTepy B Nauyky KapTOHHYIO;
Insg  cTanmMoHapos: mo 2, 3, 5
6nHCTEPOB B MaUKy KAPTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B cooteetctBuu ¢ HJI.

15 Storage conditions /
Xpauenne

In a place protected from light below 25 °C. Do not freeze. / B 3amuimeHEOM
OT CBeTa MECTE IIpU TeMrepaType He Bhille 25 °C. He 3aMopaXkuBarh.

16 Shelf-life / Cpox rognocTu

3 years / 3 rona.

Remarks : The Product confirms to ND/
[Ipumenanue: IMpoaykT coorBercTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by /
[Tonroroeneno: Ramakant

o

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onob6peno: Menemxep / PykoBoautesns

C:ff Pawan Kumar %{

Reprint Date /

Print Date /

Jlata: 16.10.2021

Jara: 16.10.2021

Print Date /
Hara: 16.10.2021
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