Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoxyKT: Keropon® (keToposiak) pacTBOp /il BHYTPHBEHHOTO H BHYTPHMBIIIEYHOT0 BBeACHHS, 30 Mr/mn
Batch No / : V211103 Batch Quantity / : 2,09,090 ampules /
Cepns Ne Oo0bem cepun 2,09,090 amrryn
Analytical Report No / : 890001551389 Date of Analysis / : 16.10.2021
ApamuTHyecknii oTger No JlaTa aHAJIM3a

Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
JlaTa npou3BoOACTBA T'ogen g0

Analysis performed according ND / Ananu3s 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 /u3m.Ne 2 ot 24.08.2020)
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IIpo3pauHblif, 6eCUBETHEIN pacTBOP.

i:) Test / Iloka3aTeJb Results / Pe3ynbTaTsl Specification / Hopma
1 Description / Onucanue Clear  colorless solution. / | Clear, colorless to pale yellow

solution. / ITpo3pauHslii, 6ecupeTHbI
WITH CBETIIO-KEJITBIH PacTBOp.

2 Identification /
INopIMHHOCTL

chromatogram of
tromethamine and

OCHOBHbIX
XpoMmatorpamme

XpoMaTorpamme

«KonudecTBeHHOE 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) / Bpemena ynep)xuBaHMs
MHKOB Ha

MCHIBITYEMOTO
pacTBopa COOTBETCTBYFOT BpeMEHaM
yIEpKUBAHHA OCHOBHBIX NHKOB Ha
pactBopa
CTaHJIapPTHBIX 00pa3LOB KETOpOJaKa
TpOoMeTaMMHa U HallpoKceHa (pazaen

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 ynepxHBaHMA OCHOBHBIX
MIVKOB Ha XpoMaTtorpamme
HCIBITYEMOTO  PacTBOpa  JOJDKHBI
COOTBETCTBOBATH BpeMeHaM
YIOEPKUBaHUA OCHOBHBIX ITMKOB Ha
XpoMartorpamme pactsopa
CTaHAAPTHBIX 00pa3LioB KeTopolaka
TpOMeTaMMHa M HaIlpoKceHa (pasfen
«KonuuecTBeHHOE ONpElETICHUEN)

3 Clarity / IIpo3payHocTh

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I, / OnanecueHuns
npernapara He JOJDKHA IPEBbIIIATh
OMAJIECLEHIIUIO ITAIOHA CpaBHEHMS I.

4 Color / IIBeTHOCTH 0.039 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu 1yivHE BOJHbL
430 um

5 pH 7.29 Between 6.9 and 7.9 /6,9 - 7,9

Remarks : The Product confirms to ND/
INpumeuanue: [IpogykT cooTBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
Zakmodenne: OJIOBPEHO

Prepared by /
IToarorosneno: Ramakant

Checked by /
ITposepeno: Pardeep Kumar
N

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

-/ Pawan Kumar EF
XN —

Reprint Date /
Jara: 16.10.2021

Print Date /
Jara: 16.10.2021

Print Date /
Jara: 16.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

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

Ipoaykr: Keropon" (keToponak) pacTeop /iisl BHYTPHBEHHOTO M BHYTPHMBILIEYHOrO BBEACHHA, 30 Mr/mi
Batch No / : V211103 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O06beM cepun 2,09,090 ammyn
Analytical Report No / : 890001551389 Date of Analysis / : 16.10.2021
AHaJuTHYECKHH oTdeT Ne Jlara ananuza

Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
JlaTa npoH3BOACTBA I'ogen no

Analysis performed according ND / Ananus nposenen no H/I: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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6 Particulate matter / MexaHu4yecKHue BKIKYEHUS

6A Visible particles /
BuanuMble YaCTUIIBI

Complies / CoOTBETCTBYET

Should correspond to requirements /
B cooTeeTcTBHU C TpeOOBaHUAMH

6B Invisible particles /
HeBuauMble 4aCTHLIBL:

BDL (Disregard area 1803)

Any unspecified impurity /

i. Particles> 10 pm/ 181 Not more than 6000 per ampoule /
YacTHlbl pa3MepoM > He 6onee 6000 Ha aMImyny;
10 Mxm
ii. Particles>25 pm/ 19 Not more than 600 per ampoule /
YacTUlsl pa3sMEPOM > He 6onee 600 Ha ammyiny.
25 MKM
7 Related substances / PoacTBenHbIe IpAMeECH
Impurity A / IlpuMecs A 0.14% Not more than 0.20 % / He 6oxee
0,20 %
Impurity B / [Ipumecs B Not Detected Not more than 0.50 % / He Gonee
0,50 %
Impurity C / Ilpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He 6onee
' 0,50 %
Impurity D / ITpumecs D Not more than 0.20 % / He Gonee

0,20 %

Not more than 0.20 % / He 6onee
0,20 %

Enunnynas HeuaeHTUPHIH- 0.07%

poBaHHas IPHUMECh

Total impurities / CymMa 0.27% Not more than 1.50 % / He Goinee
npuMecei 1,50 %

Remarks : The Product confirms to ND/
ITpumeuanue: IIpogyKT cooTBeTcTByeT Tpedosannsm HJT

Conclusion : APPROVED /
3akmwouenne: OJOBPEHO

Prepared by /
IToarorosneso:; Ramakant

Checked by /
[Tposepeno: Pardeep Kumar

—_—

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoroauTens
Pawan Kumar

Reprint Date /

Jara: 16.10.2021

Print Date /
JHara: 16.10.2021

Print Date /
Jara: 16.10.2021
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Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular inj ections, 30 mg/ml

ITpoaykr: Keropon" (keToponak) pacTBOp [l BHYTPHBEHHOTO ¥ BHYTPUMBIIIEUHOIO BBC/ICHHS, 30 mMr/mn
'Batch No / : V211103 Batch Quantity / : 2,09,090 ampules /
Cepusn Ne O6bemM cepuu 2,09,090 ammyn
Analytical Report No / :+ 890001551389 Date of Analysis / : 16.10.2021
AHanuTH9ecknii oTuer Ne JlaTa aHAIH32

Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
JlaTa npou3BoACTEA TogeH o

Analysis performed according ND / Anamas nposenen mo HA: JI1-001365-231118 (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)
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8 Extractable volume / 1.1ml/ 1.1 mn Not less than label claim (1.0 mL) /
Hseaekaemblil 00bemM He Menee noMmunansHoro (1,0 mi)

9 Bacterial endotoxins / <=(0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepunajibHble <=0.725E3/Mr tromethamine / He Gonee 5,8 ED/mMr
IHIOTOKCHHBI KeTOpoJIaka TpOMETaMUHa

10 Sterility / CTepuibHOCTB Complies / Ctepuiex Should be sterile / CreprneH
11 Assay / KosiuuecTBeHHOE onpeejieHHe
a) Ketorolac tromethamine / 29.55 mg/29.55 mr From 27.0mg to 33.0mg of
KeropoJaxa TpoMeTaMUH CisH13NO3- C4H11NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
o 33,0mr CisH3NOs-CsH NOs
(xeToponaka TpOMeTaMMH) B 1 MJI
b) Sodium chloride / Harpus 436 mg/mL / 4.36 mr/mi Between 4.2 mg/mL and 4.5 mg/mL /
XJIOpHUA Ot 4,2 Mr/ma 10 4,5 Mr/mn
12 Alcohol content / 3Tanon 12.06 % Between 10.60 % and 12.60 % /
Ot 10,60 % no 12,60 %

Remarks : The Product confirms to ND/
ITpumeuanue: IIponykr coorBeTcTBYeT Tpebosanuam HJL

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by /
Tloarorosneno: Ramakant

Checked by /
IMposepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoauresis

Pawan Kumar A—-—

Reprint Date /
Hara: 16.10.2021

Print Date /
Jara: 16.10.2021

Print Date / !
Hara: 16.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s “5.'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykrT: Keropon™ (keroponak) pacTsop Ul BHYTPHBEHHOI'O M BHYTPUMBIICHHOTO BBEACHNA, 30 Mr/ma
Batch No / + V211103 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6BeM cepHH 2,09.090 amnyn
Analytical Report No / : 890001551389 Date of Analysis / : 16.10.2021

AnanaTHUecKHH oTyer Ne

Jarta ananunsa

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

Jlara npon3BOACTBA

Tonen no

Analysis performed according ND / Anaiuz npoBe/ieH 1o HJ: JI11-001365-231118 (amend Ne 1 from
14.01.2020 /mam.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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13 Packaging / Ynakoska

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

attached to ampoule. attached to ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;

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

[To 1 M B aMmynsl M3 TEMHOro
crexna knacca I (USP). B Bepxneit | ITo 1 M B aMImyJibl U3 TEMHOTO CTEKIA
4acTH aMIyJisl HaHeceHsl konblo ¥ | kmacca [ (USP). B BepxHell HacTu
TOyka /s pasnoma. Ha ammyny | aMIly/isl HAaHECEHBI KONBLO W TOUKa

HaKJIEHBAIOT STHKETKY. i paznoMa. Ha amnyny HaKieyBaoT
ITo 10 ammyn ¢ WHCTpyKUME# MO | ITHKETKY.

NPUMEHEHHIO noMmemaror | Ilo 10 aMmyl ¢ HHCTpYyKUued IO
B IIBX/amoMuHIEBBIH GIHCTED. NIPUMEHEHHUIO [IOMELIAOT

To 1 6aucTepy B MAuKy kapToHHywo. | B IIBX/amomuHueBbii GnHCTED.

Mo 1 6aucTepy B Na4Ky KAPTOHHYIO,
I cTammoHapoB: mo 2, 3, 5
OIUCTEPOB B NAYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootserctuu ¢ HJI.

15 Storage conditions /
XpaneHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuIieHHEoM
OT cBeTa MecTe TIpH TemIieparype He Boime 25 °C. He 3aMOpauBaTh.

16 Shelf-life / Cpok roaHocTH

3 years / 3 roga.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IMpumeuanue: Ipoaykt cootsercrayer Tpebosannam HJL 3axaodenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosiexo: Ramakant [Mporepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoauresb

Pawan Kumar %

Reprint Date / Print Date / Print Date /
Jara: 16.10.2021 Hara: 16.10.2021 Jara: 16.10.2021
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