| Dr.Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoayxr: Keropon® (keToposak) pacTBOp Ui BHYTPHBEHHOFO M BHYTPHMbIILEYHOrO BBEAeHNH, 30 ML/ M1
Batch No / : V210008 Batch Quantity / : 2,30,000 ampules /
Cepust Ne Oo6bem cepuu 2,30,000 amnyn
Analytical Report No / : 890001503948 Date of Analysis / : 29.01.2021
ABaJHTHYeCKHH oTueT No JlaTa anaansa

Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023
JlaTa mpousBoJcTBa T'open g0

Analysis performed according ND / Ananus nposenen no HJ: JIIT-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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.
1;.? Test / [TokasaTesnnb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Clear, colorless solution. / | Clear, colorless to pale yellow
[MpozpayHblit, BECIIRETHRIH pacTROP. solution, / TIpo3padHblil, OeCUBETHBIH
UM CUCTILO Ked LT PacTDop.
p ldentitication / The rewmdon ey of e win | The tetention Gincs of e nain poukas
TToasiuHHOCTB peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of ketorolue | vluomatogram of ketorolue
tromethamine and naproxen | tromethaminc and naproxen rcfcrence
reference standards solution (Assay | standards solution (Assay section) /
section) / BpemeHa ynepxusaHus | BpemeHa yOoepXuBaHMs OCHOBHBIX
OCHOBHBIX TIHKOB Ha | MHKOB 1a XpoMarorpamme
XPOMATOTPAMME HCTILITYEMOTO | UCHBITYEMOTO  PACIRIPA 1IN HKL
pacTBopa COOTBETCTBYIOT BpEMEHAM | COOTBETCTBOBATH BpeMeHaM
YIEPIKHDAITHA OCIOBIILIX THKOB Ha | YHepPXKHMBaHUS OCHOBHBIX IIMKOR HA
XpOMaTorpamMme pacTBopa | Xpomarorpamme pacTBoOpa
CTAH/APTHBIX 00pA3LOB KETOpONaka | CTaHZApTHBIX O00pa3sLoB KeTopojaka
TpOMeTaMMHa M HalpOKCeHa (pasgen | TpoMeTaMuHa M HalpokceHa (pasiel
«KOJMYECTBEHHOE ONPEAEIEHHE) «KoMueCTBEHHOE ONPELENICHUEN)

3 Clarity / IIpo3pa4HocTb Complies / CooTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension [. / OnanecueHiuus
npenapara He KOJDKHA NPEBBILIATE
OMnaJIeCLUEHIINIO 3TAJIOHA CpaBHEHHA L.

1 Color ! UpeTnoerL N N3 Ahs Nt mare than 0.20 at 430 nm /

He 6onee 0,20 npu ANMHE BOJHEI
430 aM
5 pH 7.32 Between 6.9 and 7.9/6,9 - 7.9

Remarks : The Product confirms to ND/
ITpumeuanue: [poayxr cooTBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
Zaxawyenne: OJOBPEHO

Prepared by /
IToaroroeneHo: Yograj

GA

Checked by /
[NposepeHo: Himesh Kumar

Approved by: Manager/Executive /

Ono6peno: Mengmxep / Pykosonutesnb
Ajay Sharma @:

Reprint Date /
Hara: 29.01.2021

Print Date /
Jata: 29.01.2021

Print Date /
Jara: 29.01.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydcrabud - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

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

IlponykKrT: Keropon® (keToponak) pactBop AJisi BHYTPUBEHHOTO H BHYTPUMBILIEUHOrO BBeAeH s, 30 mMr/mn
Batch No / : V210008 Batch Quantity / : 2,30,000 ampules /
Cepust Ne O61bem cepun 2,30,000 amnyn
Analytical Report No / : 890001503948 Date of Analysis / : 29.01.2021
AHajauTHYecKui oTyer Ne JlaTa aHaamsa

Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023

Jarta npou3BoJcTBA I'onen no

Analysis performed according ND / Ananu3s nposegen no HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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6 Particulate matter / MexaHu4eckue BKIIOYCHHS
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements /
BunMele YacTHLET B cooTBeTCTBHH C TPeOOBAHUAMH
6B Invisible particles /
HeBunyMble YacTHLIBL:
i. Particles> 10 pm/ 14 Not more than 6000 per ampoule /
YacTuiibl pasMepoM > He 6omnee 6000 Ha ammyiy;
10 Mxm
ii. Particles > 25 pm/ 1 Not more than 600 per ampoule /
YacTuupl pasMepoM > He Gonee 600 Ha amiyIy.
25 MKM
7 Related substances / PoacTBeHHbIe MpuMecH
Impurity A / Ilpumecs A 0.16% Not more than 0.20 % / He 6onee
0,20 %
Impurity B / ITpumecs B BDL (Disregard Area 1803) Not more than 0.50 % / He Gonee
0,50 %
Impurity C / [Tpumecs C Less than LOO (0.033% Not more than 0.50 % / He Gonee
ess than LOQ (0. 0) 0.50 %
Impurity D / IIpimecs D Not more than 0.20 % / He Gonee
BDL (Disregard Area 1803) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He Gonee
EnuHUYHAS HEUAEHTUULH- 0.06% 0,20 %
pOBaHHasA IIPUMEChH
Total impurities / Cymma 031% Not more than 1.50 % / He Oonee
npuMecei 1,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IIpoaykr coorBeTcTBYET Tpebopanusam HJI 3akawyenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Yograj IMpoeepeno: Himesh Kumar | Opobpeno: Mengagep / Pykosoutens
G M-Ajw Sharma @:
Reprint Date / Print Date / ' Print Date /
Jara: 29.01.2021 y
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoayxr: Ketopon® (keToponak) pacTBOp Ul BHYTPMBEHHOTO U BHYTPUMBILLIEUHOrO BBeAeHU, 30 Mr/mi
Batch No / : V210008 Batch Quantity / : 2,30,000 ampules /
Cepns Ne Oobbem cepuu 2,30,000 amnyn
Analytical Report No / : 890001503948 Date of Analysis / : 29.01.2021
AHaHTHYEeCKHH oTyeT Ne JlaTa ananau3a

Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023
JlaTa npou3BoACTBa T'oneHn g0

Analysis performed according ND / Ananu3s nposexen mo HJ[: JITT-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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8 Extractable volume / 1.1mi/ 1.1 mMn Not less than label claim (1.0 mL) /
H3Bnexaemblii 00beM He menee HomunansHoro (1,0 mi)

9 Bacterial endotoxins / <=(0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHble <=0.725E3/mr tromethamine / He Gonee 5,8 ED/mr
YHJOTOKCHHBI KETOpoJiaka TPOMETaMHHa

10 Sterility / CTepu/ibHOCTD Complie_s / Crepunex Should be sterile / Ctepunen
11 Assay / KosinyecTBeHHOE OnipeaesieHHe
a) Ketorolac tromethamine / 29.68 mg/ 29.68 mr From 270mg to 33.0mg of
Keroponaka TpoMeTaMnH C15sHi3NOs-C4H 11 NO;3 (ketorolac
tramathamine) per 1 mT./ Qv 27,0 M7
no 32,0 wmr CLHGNO» CuH MO
(keToponaka TpOMETaMHH) B 1 Mn
b) Sodium chloride / Harpust 4.33 mg/mL / 4.33 Mr/ma Between 4.2 mg/mL and 4.5 mg/mL /
XJIOpU/L Ot 4,2 mr/ma o 4,5 Mr/mMa
12 Alcohol content / ITanon 11.81 % Between 10.60 % and 12.60 % /
Ot 10,60 % 1o 12,60 %

Remarks : The Product confirms to ND/
Ipumeuanue: [IponykT cooTBeTcTBYET TpeboBanusM H/JI

Conclusion : APPROVED /
Zaxmouenne: OJTOBPEHO

Prepared by /
IToaroroeneHo: Yograj

Checked by /
[Mpoeepeno; Himesh Kumar

Approved by: Manager/Executive /

Jata: 29.01.2021

Jlata: 29.01.2021

Ono6peno: Mepaynicep / PykoBoauTess
Q¢ —.) ~——> | Ajay Sharma CK
Reprint Date / Print Date / Print Date /

Jara: 29.01.2021
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoaykT: Ketopon® (keToponak) pacTeop Aj1si BHYTPHBEHHOTO M BHYTPHMbILIEYHOTO BBeAeHUs, 30 Mr/ma
Batch No / : V210008 Batch Quantity / : 2,30,000 ampules /
Cepus Ne O6bem cepin 2,30,000 amryn
Analytical Report No / : 890001503948 Date of Analysis / : 29.01.2021
AnanuTHuecKHii oTuer Ne Jlara aHanuza
Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023
JlaTa npou3BoacTBa I'ogen oo
Analysis performed according ND / Ananu3s nposenen mo HJI: JI1-001365-231118 (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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13

Packaging / YnakoBka

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 blisler.

1 hlisters in a carton pack

m

o | M B amilyibl M3 1€MHUIU
cicnta knacca I (UST). B pepxuicit
YaCcTH aMMyJbl HAHECCHBI KOIBLO M
Toyka Ans pasnoma. Ha ammyny
HaKJIEUBaIOT 3TUKETKY.

Mo 10 ammyn ¢ wHCTpyKUMeH no
NpHMeIIelIHIO TIOMELAIT
B 11BX/antoMuHueBbIi bnucTep.

IMo 1 GnucTepy R NAYKY KAPTOHHY.

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.

I Llisters in a carton pack;

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

T1o 1 MJT D AMITYJILI 113 T@MIIOTO CTEKIA
xnacca 1 (USP). B BepxHed vactu
ammnylibl HaHECEHbl KONBLO W TOYKa
1u1st paznoma. Ha amnylly HaKiensaioT
ATHKOTRY

IMo 10 ammyn ¢ MHCTPYKLHeW 7o
MPUMEHEHWTO TIOMELLAK'T
B [IBX/amomunuenniii OnucTep.

TTo 1 6niucTepy B Ma4Ky KapTOHHYIO;
ans  craguomapos: mo 2, 3, 5
OJIMCTEPOB B MTAYKY KAPTOHHYIO.

14

Labelling / MapxupoBka

According to ND / B cootsetcTBru ¢ HJI.

15

Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3ampiieHHOM
OT CBETa MeCTe NpH Temreparype He Boie 25 °C. He 3aMopaxyBaTh.

16

Shelf-life / Cpox rognoceTn

3 years / 3 rona.

Remarks : The Product contirms to ND/ Conclusion : APPROVED /

INpumeuanue: Ipoaykr cooTBeTcTBYeT Tpebosanmam H/I 3akmouenne: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

HoxrororsieHo: Yograj poeepeno: Himesh Kumar | Ono6peno: Mengaskep / PykoBoaunress
Q—’P Qj_’,_ﬁ Ajay Sharma @y

Reprint Date / Print Date / Print Date /

Jara: 29.01.2021 Hara: 29.01.2021 Jara: 29.01.2021

Registered Office: R-2-337, Road No 3, Ranjara Hills, Hyderahad - 500034, A.P, India
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