Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon® (keToponak) pacTeop /is BHYTPHEEHHOTO M BHYTPHMBIIIEYHOr0 BBEACHH, 30 MI/mi1
Batch No / : V210772 Batch Quantity / : 2,09,090 ampules /
Cepns Ne O6bem cepun 2,09,090 ammyn
Analytical Report No / :+ 890001539636 Date of Analysis / : 09.08.2021
AHajdTHYeCKHH 0TIeT No JlaTa anagm3a
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JaTa mpoM3BOACTEBA Tongen oo
Analysis performed according ND / Ananns npogenen mo HJL: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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Ipo3payHblii, GeCLIBETHBIH PacTBOD.

1}00 Test / IlokasaTenb Results / PesynbTaThl Specification / Hopma
1 Description / Onuncanne Clear  colorless  solution. / | Clear, colorless to pale yellow

solution. / ITpo3paunsrit, 6ecLBEeTHbIH
WIH CBETJIO-XKENTHIH pacTBoOp.

2 Identification /
TloaauHHOCTDH

chromatogram of
tromethamine and

OCHOBHEIX
XpoMaTorpaMmme

XpoMaTorpaMmme

«KonnuecTBeHHOE onpeueneﬂue»)

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 ynepxuBaHMA
MIHKOB Ha

HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
yIOEep)KUBaHHs OCHOBHBIX IIMKOB Ha
pacTBopa
CTaHJaPTHBIX 00pa3loB KeTOpoJaKa
TpOMEeTaMuHa U HalpoKceHa (pa3aen

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) /
Bpemena yIOepKHMBaHHS OCHOBHBIX
TIHKOB Ha XpoMaTorpamMmMe
HCIHITYEMOTO  PacTBOPa  JOJDKHEI
COOTBETCTBOBATH BpeMeHaM
YIOEepXKUBaHUSA OCHOBHBIX IIMKOB Ha
XpoMmarorpamme pacTBopa
CTaHIApPTHBIX 06pa3LioB KETOpONaKa
TpOMETaMMHA W HampoKkceHa (pa3jen
«KOonU4ecTBEHHOE ONPEACIICHHEY)

3 Clarity / IIpospayHoCTh

»  Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHnus
npemnapara He JOJDKHA TIPEBBIILATE
OMalecEH IO STAIOHa CpaBHeHu I.

4 Color / LipeTHOCTD 0.042 Abs Not more than 0.20 at 430 nm /
He Gonee 0,20 npu [UIMHE BOJHBI
430 H™M

5 pH 7.31 Between 6.9 and 7.9/ 6,9 - 7,9

Remarks : The Product confirms to ND/
ITpumeyanue: IIponykr cooTeTcTBYeT Tpebopanuam HJT

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Harta: 09.08.2021

Hara: 09.08.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorosneno: Suman Kumar | [posepenq: Himesh Kumar | Ono6peno: Menemkep / Pykosomutesb
. “ Manoj Kumar A e (
= 2
Reprint Date / Print Date / Print Date /

Jara: 09.08.2021

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpogykr: Keropon" (keToponak) pacTBop Uit BHYTPHBEHHOTO M BHYTPUMBILIEYHOTO BBeACHUA, 30 MI/Mn
Batch No / : V210772 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0neM cepun 2,09,090 amoyn
Analytical Report No / : 890001539636 Date of Analysis / : 09.08.2021
AnanuTHYecKHi oTaeT No JaTta ananusa
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa npoH3BOACTBA T'open oo

Analysis performed according ND / Ananus nposenen mo HJI: JIT1-001365-231118 (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)

IMpumeyanue: IponykT coorBeTcTBYeT TpeboBanuam HJI
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6 Particulate matter / MexaHu4eckue BKJIIOUEHRS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements /
Bunuvbie yacTULBI B cooTBeTCTBUM ¢ TPeOOBaHUAMHU
6B Invisible particles /
HeBuaHMEIE 9aCTHIBL:
i. Particles> 10 pm/ 86 Not more than 6000 per ampoule /
HacTuLpl pa3MepoM > He 6onee 6000 Ha amiyiy;
10 mxm
ii. Particles>25 pm/ 8 Not more than 600 per ampoule /
YacTuipl pa3sMepoM > He 6onee 600 Ha ammyiy.
25 MKM
7 Related substances / PogcTBeHHbIE MPUMECH
Impurity A / Ilpamecs A 0.14% Not more than 0.20 % / He 6onee
0,20 % .
Impurity B / ITpumecs B Not Detected Not more than 0.50 % / He 6oinee
0,50 %
Impurity C / ITpumecs C Less than LOO (0.033% Not more than 0.50 % / He 6osee
ess than LOQ (0. 0) 0.50 %
Impurity D / ITpumecs D Not more than 0.20 % / He Gosnee
BDL (Disregard Area 1963) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6osee
EnunHndHas HenpeHTUDUIH- 0.05% 0,20 %
poBaHHas HIPUMeEChH
Total impurities / Cymma 0.19% Not more than 1.50 % / He 6oinee
npuMecei 1,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3akaouenue: OJJOBPEHO

Prepared by /
IToarororieHo: Suman Kumar

& &

Checked by /
ITporepeno: Himesh Kumar

Approved by: Manager/Executive /
Omnobpeno: Menemiep / Pykosonutens
Manoj Kumar

L

Reprint Date /
Iara: 09.08.2021

Print Date /
Jlata: 09.08.2021

Print Date /
Jara: 09.08.2021

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHAJIN3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBop Il BHYTPHBEHHOTO M BHYTPUMBILICYHOrO BBeACHHA, 30 Mr/mu
Batch No / : V210772 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Q06nem cepun 2,09,090 amnyn
Analytical Report No / : 890001539636 Date of Analysis / : 09.08.2021
AHaTuTHYECKHH oTdeT No Jara ananuza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
Jarta nponssoiacTsa Topen no
Analysis performed according ND / Ananus nposenen no HJI: JIII-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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8 Extractable volume /
H3BjekaemMplii 00bLem

1.1ml/ 1.1 Mn

Not less than label claim (1.0 mL) /
He menee HomuHansHoro (1,0 M)

9 Bacterial endotoxins /
BakTtepuanbHble
IHAOTOKCHHBI

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

Not more than 5.8 EU/mg of ketorolac
tromethamine / He 6onee 5,8 E3/Mr
KETOpOJaKa TPOMETaMUHa

10 Sterility / CrepunsHoCTb

Complies / CrepwieH

Should be sterile / CrepuneH

11 Assay / KonnuecTBeHHOE onpeaenenve

a) Ketorolac tromethamine /
Keroponaka TpoMeTaMHH

XJIOPHJ

b) Sodium chloride / Harpus

29.44 mg / 29.44 mMr

4.41 mg/mL / 4.41 Mr/mn

From 27.0mg to 33.0mg of
C15H13NO5- C4H [ 1NO3 (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
Ao 33,0 Mr C15H13NO3'C4H11NO3
(keTopornaka TpOMETaMHH) B 1 M1

Between 4.2 mg/mL and 4.5 mg/ml./
Or 4,2 mr/mn mo 4,5 mr/mn -

12 Alcohol content / TaHoa

11.65 %

Between 10.60 % and 12.60 % /
Ot 10,60 % 1o 12,60 %

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cootBeTrcTBYeT Tpeboanusm HJI

Conclusion : APPROVED /
3akarwuyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoaroroeneno: Sumgn Kumar | IIposepeno: Himesh Kumar | Ongo6peno: Menemxkep / Pykosoaurens
{ﬂ OB_’_,_:J Manoj Kumar }) 0

Reprint Date / Print Date / Print Date /
Jara: 09.08.2021 JHata: 09.08.2021 Jara: 09.08.2021

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(dmeddys.com

CIN: L85195AP1984PLCOO4507
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToponak) pacTBOp /il BHYTPHBEHHOIO M BHYTPHMBIILIEYHOTO BBEACHHUS, 30 Mr/mi
Batch No / : V210772 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6nem cepun 2,09,090 amiryn
Analytical Report No / : 890001539636 Date of Analysis / : 09.08.2021
AHaauTHYeCKHH oTyeT No JlaTa anaan3a
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa npoun3BoACTBA T'omen mo
Analysis performed according ND / Ananns nposeaen 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 /u3m.Ne 2 ot 24.08.2020)
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13 Packaging / YnaxkoBka 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.

IIo 1 Mn B aMmmynasl W3 TEMHOTO
crexna racca I (USP). B Bepxuefi | Ilo 1 Mi1 B aMITyJiBl M3 TEMHOTO CTeKIIa
9aCTH aMITyJIbl HaHecens! konpuo i | kimacca I (USP). B BepxHeil vactu
TOYKa M pasyioMa. Ha ammymy | aMIysbl HAHECEHBI KONBLIO M TOYKa

HaKJICHBAIOT 3THKETKY. 17 pasnoma. Ha aMimynly HaKJIeHBalOT
ITo 10 aMmyn ¢ HMHCTpYKUMEN IO | ITHKETKY.

[PUMEHEHHIO nomemrator | [lo 10 ammyn ¢ HMHCTpYKLIHMEH IO
B [IBX/amomMuHueBbI 61HCTED. MIPUMEHEHHIO IIOMEIAIOT

ITo 1 6nvcrepy B mauky kaproHuyio. | B IIBX/anoMuHBEBbIH GIACTED.

ITo 1 6nucTepy B Ma4Ky KapTOHHYIO;
1 cramupoHapos: mo 2, 3, 5
OJIMCTEPOB B AYKY KapTOHHYIO.

14 Labelling / MapkupoBKka According to ND / B cootseTcTBns ¢ H/I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuiiueHHOM
XpaHnenue OT CBETa MECTe IIpH TeMIeparype He Boitte 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok rogHocTH 3 years / 3 rona.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: ITpoaykr cooTBeTcTBYeT TpeboBanmam HJJ Zaxmwouyenne: ONNOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Suman Kumar | [Tpoeepeno: Himesh Kumar | Omobpeno: Menemxep / Pykosoaurens

= — | Manoj Kumar r .
- < N _________._.-‘

Reprint Date / Print Date / Print Date /
Hara: 09.08.2021 Hara: 09.08.2021 Hata: 09.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
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