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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOHNKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayxr: Keropon™ (keroponak) pacTBOp A7 BHYTPUBEHHOTO ¥ BHYTPHMBILICHHOIO BBCACHHA, 30 mr/mn
Batch No / : V221063 Batch Quantity / : 272727ampules /
Cepua Ne O0BeM cepun 272727 amityd
Analytical Report No / : 890001635290 Date of Analysis / : 20.12.2022
AHanuTuyecknii oTuer Ne Jara aHaausa
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
Jata npou3BoJcTBA Tonen a0
Analysis performed according ND / Ananns nposeaex no H/L: JII1-001365-170222

Page 1 of4/Crp. 1 m34

Ipo3payHblii OeCBETHBINA PACTBOP.

i.:) Test / IlokaszaTennb Results / PesyabTaTbl Specification / Hopma
1 Description / Onucanue Clear colorless  solution. / | Clear colorless to pale yellow solution.

/  TlpospauyHblii GeCLBETHBIA HAU
CBETJIO-KEJIThIA pacTBOP.

2 Identification /
IToaATUHHOCTD

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen {Assay section) / BpeMeHa
YIOEPXUBAHHA OCHOBHBIX IUKOB Ha
XpOMaTorpaMMe UCTILITYEMOT0
pacTBOpa COOTBETCTBYIOT BpEMEHaM
VIOEPKUBAHHMS OCHOBHBIX THKOB Ha
XpoMaTorpaMMme CTaHAapTHOTO
pacTBOpa KeTopoJjaka TpOMEeTaMKHHa
" HanpokKceHa (paznen
«KoIM4ecTBEHHOE OMpeIeIeHUE)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay  section) / Bpemena
VOEpXKHUBAHHS OCHOBHBIX IIHKOB Ha
XpoMaTorpamme HCIILITYEMOTro
pacTBopa [IOJDKHBI COOTBETCTBOBATDH
BpEMEHaM YIepXKHBaHUA OCHOBHBIX
TTHKOB Ha XpoMaTorpamme
CTaHJapTHOTO pPacTBOpa KETOpoJaka
TpOMETaMKHA U HalpOKceHa (paszen
«KonuyecTBeHHOE ONPEENEeHHUEY)

3 Clarity / IIpo3pauHocThb

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnajecueHums
npernapaTa He A0/DKHA NPEBBILIATh
ONaNECLIEHIIMIO 3TAJIOHA CpaBHEHUs L.

4 Color / IIgeTHOCTB 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npH [UIMHE BOJIHBI
430 =M.

5 pH 7.38 From 6.9t07.9./016,9 no 7,9.

Remarks: The Product confirms to ND/
[pumeuanue: [Tponykr coorsercryer Tpeboannam HJI

Conclusion: APPROVED /
3akmouenue: OJJIOBPEHO

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

[Moarorosnexo: Pravesh Rana l’lpoaepcﬁqi:makapt Ono6peno: Menemxkep / Pykosoaurens
A (A7 Lot~ Amit Kumar N\_ - &~—

Reprint Date / Reprint Date / Reprint Date /

Hara:20.12.2022 Hara: 20.12.2022 Hara : 20.12.2022

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

IIponykr: Ketopon® (keToponak) pacTBOp /Ui BHYTPHBEHHOTO H BHYTPUMbILIEYHOrO BBCACHHA, 30 mr/mn
Batch No / : V221063 Batch Quantity / : 272727ampules /
Cepusn Ne O0nem cepuu 272727 amnyin
Analytical Report No / : 890001635290 Date of Analysis / : 20.12.2022
AHanuTHYeCKHii oTueT Ne JlaTa aHanm3a

Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025

JlaTa npoH3BOACTBA T'ogen 1o

Analysis performed according ND / Ananus nposeaen no HJL: JI[1-001365-170222
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6 Particulate matter / Mexanu4eckue BKIIOYEHHST
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Buaumble yacTHLIBI B cooTBeTcTBMH C TPeOOBAHUSIMH.
6B Invisible particles /
HeBuanmbie YacTHUIIBL:
i. Particles > 10 pm / 19 not more than 6000 per ampoule /
YacTul pasMepoMm > He 6onee 6000 Ha ammyIy,
10 MKkM
ii. particles>25 pm/ 01 not more than 600 per ampoule /
YacTHUL pa3MepoM > He 6onee 600 Ha amIyy.
25 MKM
7 Related substances / PoacTBeHHbIE NPUMECH
Impurity A / [Tpumecs A 0.15% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / [Ipumecs B Below Limit of Detection (LOD=0.014%)/ | not more than 0.50% / ne Gonee
Hinke npenena ooHapyxenus (IT0 = 0.014 %) 0.50 %:
Impurity C / IIpumecs C Less than LOQ (LOQ = 0.033 %) / Hunxe not more than 0.50 % / He 6oiee
npeaena KOJIMYECTBECHHOr0 ONpeacnecHusa 0 50 (y R
(TTIKO = 0.033 %) ) 0
Impurity D / [Tpumece D Below Limit of Detection (LOD = 0.014 %) / not more than 0.20 % / He Ooiee
Hipke npenena obnapyxetus (IO = 0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnMuudHas HEUOCHTUDUIH- 0,20 %.
poBaHHas NMPHUMeEChH 0.07%
| Total impurities / Cymma 0.27% Not more than 1.50% / He 6onee
npuMecer 1,50 %.

Remarks: The Product confirms to ND/
ITpumeuanue: TIpooyKT COOTBETCTBYET

tpeboanusm HJJ

Conclusion: APPROVED /
3akawyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosineHo: Pravesh Rana HpOBepEHO:/%alnakﬂn%t Ono6peno: Menemkep / PykoBoaurensb
{ (4 Amit Kumar | . -
&, Ao [y —
Reprint Date / Reprint Date/ Reprint Date /

Harta:20.12.2022

Hara: 20.12.2022

Jara ;: 20.12.2022
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CEPTUDHUKAT AHAJII3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Keropon” (ketoponak) pacTBop /i1 BHYTPHBOHHOTO 1 BHYTPHMbIILIEYHOrO BBEACHUA, 30 mr/mn
Batch No / : V221063 Batch Quantity / : 27272 7ampules /
Cepus Ne O6beM cepuH 272727 amnyn
Analytical Report No / : 890001635290 Date of Analysis / : 20.12.2022
AHANMTHYECKMIi 0TUET Ne Jara asaiu3a
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JaTa npoH3BoACTBA Tosen 1o

Analysis performed according ND / Ananus npo

senen mo HJL: JINT-001365-170222
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8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
MH3pnexaemblii 00beM He menee nomusansaoro (1,0 mu)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHbie <=0.725 ED/mMr tromethamine. / He Goxee 5,8 ED/Mr
IHAOTOKCHHBI KeTopoliaKa TPOMETaMHUHA.

10 Sterility (every 15th batch) / Must be sterile. / JomxeH ObITh
CTepuIbHOCTE (VIS KaXO0H COMPLIES CTEPWIBHLIM.
15-0ii cepum)
11 Assay / KonuyecTBeHHOE 29.26 mg / 29.26 mMr From 27.0mg to 330mg of
omnpejaesieHne C15H13N03'C4H11NO3 (ketorolac
tromethamine) per 1 mL./ Ot 27,0 mr
A0 33,0 MI C15H13NO3'C4H11NO3
(keToponaka TPOMETaMHH) B 1 MIL.
12 Alcohol content / ITaHO From 10.60 % to 12.60 %. /
11.94 % Ot 10,60 % no 12,60 %.

|

Remarks: The Product confirms to ND/
[pumeuanne: [IpoayKT COOTBETCTBYET tpebosannam HJL

Conclusion: APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: Pravesh Rana l'[posepeﬂ(}'\%{amakan; Onobpeno: Menemxep / PykoBoauresnb
/(< ol (- Amit Kumar [N\ _ 2
e { ./
Reprint Date / Reprint Date / Reprint Date /
JaTa:20.12.2022 Hara: 20.12.2022 Jara : 20.12.2022
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[ Product : /

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

IIpoaykT: Keropon™ (keToponak) pacTsop /Jis BHYTPHBEHHOIO M BHYTPHMBILIICTHOTO BECICHHA, 30 mr/mMn
Batch No / : V221063 Batch Quantity / : 272727ampules /
Cepus Ne O0neM cepun 272727 amnyn
Analytical Report No / : 890001635290 Date of Analysis / + 20.12.2022
AHanuTHyecKni oTaer Ne Jara anaausa
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JlaTta npoH3BOACTBA I'ogen g0
Analysis performed according ND / Anasus nposesen no HJL: JIT1-001365-170222
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13 Packaging / YnakoBka 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cutring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. ampoule.

10 ampoules and a patient | 10 ampoulesanda 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
Mo 1 wMn B ammydsl U3 | ina carton pack./
CBETO3AILUTHOIO crekia | [lo 1 wMnm B aMmyisl U3
KOpUYHeBOro Kknacca I (USP), B CBETO3AIUTHOTO CTEKJIAa KOPUYHEBOTO
BEpXHEWl 4acTH aMmyJibl HaHEceHbl | WIH  TEMHO-KOPUYHEBOTO  LBCTa
KOJNBIO W TOUKa [Ans pasnoma. Ha | kmacca I (USP). B Bepxueii uyactu
aMIyay HaKJIeUBalOT 3THKETKY. aMITyJibl HaHECEHbl KONBIO U TOYKa
[lo 10 amMmyn ¢ MHCTpyKLuedl mo | mns pasnoma. Ha ammysy HaKkIieHBaroT
MPUMEHEHUIO IOMELIAIOT | 3THKETKY.
B [IBX/amoMiHUEBbI ] OIMCTED. INo 10 ammyn ¢ HHCTpYKLMEH 110
16 1 6ucTepy B a4Ky KapTOHHYIO. | TNPHUMEHEHHIO TOMELIAIOT
B [IBX/amoMuHHEBbI I 6I1HCTED.
ITo 1 6ucTepy B Ma4yKy KapTOHHYO;
I8 cTaudoHapoB: mo 2, 3, 5
6J1MCTEPOB B MAUKy KAPTOHHYIO.

14 Labelling / MapkupoBka According to ND / B cootercTBuu ¢ HJL.

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3a1yLeHHOM

XpaHeHue OT cBeTa MecTe IpH TemIepatype He Bhiine 25 °C. He 3aM0paxuBaTh.

16 Shelf-life / Cpok roaHocTu 3 years. / 3 roga.

Remarks: The Product confirms to ND/
ITpumeuanue: [IpoAyKT COOTBETCTBYET tpebosanuam HJL

Conclusion: APPROVED /
3aknouenne: OJJOBPEHO

Prepared by /
IToaroToBICHO: Prave?sh Rana

4.

Checked by /
IIposepero: Ramakant

Bops

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / Pykosoaurenb
Amit Kumar

el

Reprint Date /
Hara:20.12.2022

Reprint Date /
Hara: 20.12.2022

Reprint Date /
Jata : 20.12.2022
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