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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CEPTHONKAT AHATA3A Tel : 491 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul ¥ Wyyebtiogdy e Hg/ml
IMpoaykr: Ketopon" (keToposak) pacTBop [Uisi BHyTPUBEHHOIO U BHYTPMMbILIEYUHOrO BBeCHHS, 30 Mr/mn
Batch No / : V211288 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0Bem cepun 2,09,090 ammyn
Analytical Report No / : 890001560886 Date of Analysis / : 07.12.2021
AHanuTHYeCKH# oTueT Ne JlaTa aHa/M3a
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
Jara npousBoacTea T'ogen xo

Analysis performed according ND / Auasnu3s nposeaen mo 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 /usm.Ne 2 ot 24.08.2020)

Page 1 of 4/ Crp. 1 u3 4

No

No Test / Ioka3aTeJb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear, colorless to pale vellow
[Tpo3pauHblif, GECIBETHBIN pacTBOD: solution. / Ilpo3pauHsiii, 6ecuBeTHBIH

WJIH CBETJIO-XKENTHIN pacTBop.

2 Identification /
TToanuHHOCTL

chromatogram of
tromethamine and

XpoMartorpamMme

The retention times of the main | The retention times of the main peaks
peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the

ketorolac | chromatogram of ketorolac
naproxen | tromethamine and naproxen reference

reference standards solution (Assay | standards solution (Assay section) /
section) / BpemeHa ynepxuBaHus | BpemeHa ynepXuBaHHA OCHOBHBIX

OCHOBHBIX IMHKOB Ha MMAKOB Ha XpomMaTorpamMmme
XpoMaTtorpamMme HCTIBITYEMOI'O HCTIBITYEMOI'O pacTBOpa JO0JDKHBI
pacTBOpa COOTBETCTBYHOT BpEMEHAM COOTBCTCTBOBATE BpEMEHaM

YACPXKUBAHUSL OCHOBHBIX ITMKOB Ha YOCpXKHUBAHUA OCHOBHBIX TITUKOB Ha

pacTBopa | XpoMaTorpaMme pactBopa

CTaHOapTHBIX 06pa3LOB KeTOpojlaka | CTaHJApPTHBIX OOpa3slOB KETOpONaKa
TpOMeTaMUHa i HalpoKceHa (pasfien | TpoMeTaMuHa W HanpokceHa (pasgen
«KonuuecTBEHHOE OIpeieTIeHUE») «KoJHM1eCTBEHHOE OMPENENICHUEN)

3 Clarity / IlpospauHocTb

Complies / COOTBETCTBYET The opalescence of the sample should

not exceed opalescence of reference
suspension I. / OnanecueHuus
npemnapara He JOJDKHA [PEBBIILATh
OMaJIeCLICHIMIO 9TaIOHa CpaBHeHus 1.

4 Color / IIBeTHOCTD 0.039 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 mpu 1y1MHe BOJHLI
430 um

5 pH 7.25 Between 6.9and 7.9/6,9-7,9

Remarks : The Product confirms to ND/
ITpumeuanue: [pogykr cooTBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
[MoaroroeneHo: Ankit

A

Checked by /
[Tposepeno: Pardeep Kumar

f—

Approved by: Manager/Executive /
Opobpeno: Menemxkep / Pykosoauresin
Pawan Kumar ¢

Reprint Date /
Hara: 07.12.2021

Print Date /
Jara: 07.12.2021

Print Date /
Jara: 07.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CEPTUDGUKAT AHAJIN3IA Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul ¥ BRI S3® g/ ml
Ilpoaykr: Ketopon™ (keToponak) pacTBop A BHYTPUBEHHOIO H BHYTPHUMbIILIEYHOIO BBEACHHS, 30 Mr/ma
Batch No / : V211288 Batch Quantity / : 2,09,090 ampules /
Cepust Ne O6bem cepuu 2,09,090 amny s
Analytical Report No / : 890001560886 Date of Analysis / : 07.12.2021
AnajguTHdecKnii oryet No JlaTa ananu3za
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
Jara mpou3BojcTBa T'omen go
Analysis performed according ND / Auanuz nposeaen mo HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.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 / Mexannueckue BKIIOYEHUS

6A Visible particles /

BuayMbie 4acTUIIbI

Complies / CooTBeTCTBYET

Should correspond to requirements /
B c00TBeTCTBHM C TpeOOBaHUAMH

6B Invisible particles /
HeBuauMmelie 4aCcTHIIBI:

Not more than 6000 per ampoule /

i. Particles> 10 pm/ 115
YacTuupl pasmMepom > He 6onee 6000 Ha ammyiy;
10 Mxm
ii. Particles > 25 um/ 5 Not more than 600 per ampoule /
YacTuupl pasmMepom > He 6onee 600 Ha amnyiny.
25 MKM
7 Related substances / PoacTBeHHbIe MpUMecH
Impurity A / Tlpumecs A 0.15% Not more than 0.20 % / He 6oxee
0,20 %
Impurity B / [lpumecs B Not Detected Not more than 0.50 % / He 6onee
0,50 %
Impurity C / I[Ipumecs C Less than LOQ (0.033%) Not more than 0.50 % / He 6onee
' 0,50 %
Impurity D / TIpumecs D Not more than 0.20 % / He 6onee
BDL (Disregard area 1761) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He Gosnee
EnuHudHas HeMneHTUQULH- Less than LOQ (0.050%) 0,20 %
pOBaHHas MPUMECh
Total impurities / Cymma 0.15% Not more than 1.50 % / He 6oinee
npuMecei 1,50 %

Remarks : The Product confirms to ND/
[Tpumeuanne: [IpopykT cooTBeTcTRYeT Tpebopanusm H]

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
[Tonrorosneno: Ankit

.
-

Checked by /
IpogepeHo: Pardeep Kumar

1

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBonuTens
Pawan Kumar

Reprint Date /
Hara: 07.12.2021

Print Date /
Hara: 07.12.2021

Print Date /
Jara: 07.12.2021

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOHKATAHATIA Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramusculaviyjebtieddy3emeg/ml
Ipoaykr: KeTopon® (keToponak) pacTBOp /11 BHYTPUBEHHOTO U BHYTPHMBILIEUHOro BBeAeHHs, 30 Mr/mn
Batch No / : V211288 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O06Bem cepun 2,09,090 ammyn
Analytical Report No / : 890001560886 Date of Analysis / : 07.12.2021
ApanuTuieckuii oruer No Jara anannza
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
Jarta npon3BOACTBA I'ogen xo
Analysis performed according ND / Auaan3 nposeaen no HJI: JII1-001365-231118 (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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8 Extractable volume / 1.1ml/1.1Mn Not less than label claim (1.0 mL) /
H3Biiekaemblii 06beM He menee HomuHansHoro (1,0 min)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
bakrepnanbHble <=0.725E3/mr tromethamine / He Gonee 5,8 ED/Mr
HAOTOKCHUHBI KETOpONiaka TPOMEeTaMUHa

10 Sterility / CrepuibHOCTh Complies / Crepunex Should be sterile / Crepunen

11 Assay / KonuuecTBeHHOe onpenesnenne
a) Ketorolac tromethamine / 29.52 mg/29.52 mr From 270mg to 33.0mg of

Ketoponaka TpoMeTaMHH CisHi3NO3 C4H |1 NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
oo 33,0 M C15H13N03'C4H11NO3
(keToponaka TpoMeTaMHH) B 1 M

b) Sodium chloride / Hatpus 4.33 mg/mL / 4.33 mr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJI0pUg Or 4,2 mr/mn fo 4,5 Mr/mn
12 Alcohol content / ITaHou 11.55% Between 10.60 % and 12.60 % /

Ot 10,60 % 0o 12,60 %

Remarks : The Product confirms to ND/
[Tpumeuanye: ITpoaykT cooTBercTByeT Tpedopanusam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Ankit [Mpoeepeno: Pardeep Kumar | Onobpeno: MEHC}l}KEP‘ / PyxoBoaureb
P Pawan Kumar
L_ o <2.’?/ 4—;
Reprint Date / Print Date / Print Date /
Jara: 07.12.2021 Jara: 07.12.2021 Jlara: 07.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Knol, Nalagarh Road, Baddji,

CEPTUOUKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

Product : /

Ketorol (Ketorolac) solution for intravenous and intramusculasinjedriegdys0omg/ml

Hpoaykr: KeTtopon™ (keToponak) pacTBop [Jist BHYTPHBEHHOIO H BHYTPHMBbILIEYHOrO BBEAEHUS, 30 mr/mi
Batch No / : V211288 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepuu 2,09,090 amnyn
Analytical Report No / : 890001560886 Date of Analysis / : 07.12.2021
AHanuTHuecKHii oT4yeT Ne Jarta anmaau3za

Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024

JaTta npou3BOACTBA T'open no

Analysis performed according ND / Auanus nposeen mo HJL: JIIT-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.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 / Ynakopka 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.
Ilo 1 Mn B aMmynsl M3 TEMHOIO
crexna knacca I (USP). B Bepxueit | Ilo 1 M B aMITyJibl M3 TEMHOI'O CTEKJIA
4acTH amnybsl HaHeceHsl konblo ¥ | kiacca I (USP). B BepxHel d4actu
Toyka Ui pasznoma. Ha ammyny | amiyibl HaHECEHBl KOJBLO W TOYKa
HaKJIENBAIOT ITHKETKY. IUisi pasnoma. Ha amnyily HakieuBatoT
ITo 10 ammyn ¢ MHCTpYKUHEHl NO | ITHUKETKY.
[IPMMEHEHUIO noMeurator | [lo 10 ammyn ¢ HHCTpYKLUEH IO
B [IBX/anoMuHueBsli 6a1cTED. [IPUMEHEHHUIO MIOMEWArT
Tlo 1 6nucTepy B nauky kapToHHy1o. | B [IBX/amoMuHMEBEI# OnucTep.
ITo 1 6ucTepy B MauKy KapTOHHYIO;
i1 cTalMoHapoB: mo 2, 3, 5
OJIMCTEPOB B MaYKy KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootseTcTBUu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuieHHoM
XpaHenue OT CBeTa MecTe IpH Temieparype He Boime 25 °C. He 3aMopaKuBaTh.
16 Shelf-life / Cpok ropnocTH 3 years / 3 rozxa.

Remarks : The Product confirms to ND/
TIpumeuanue: ITpoaykT cooTBETCTBYET TpeboranusaM HJJ 3akaouenne: OJJOBPEHO

Conclusion : APPROVED /

Prepared by /
IToaroroBneHo: Anklt

L

Checked by /

Approved by: Manager/Executive /

[IposepeHo: Pardeep Kumar | OnoGpexo: Menemkep / PykoBopuTenp

{ - Pawan Kumar i?

Reprint Date /
Jara: 07.12.2021

Print Date /

T

Print Date /

Hara: 07.12.2021 Hara: 07.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




