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CERTIFICATE OF ANALYSIS

CEPTHOHNKAT AHAJIU3A
[Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpomyxr: Keropon™ (keroposnak) pacTsop N BHYTPHBEHHOIO M BHYTPHMBILIIEYHOIO EBEICHHA, 30 Mr/mn
Batch No / : V240138 Batch Quantity / : 272727 ampules /
Cepus Ne Obnem cepun 272727 apmyn
Analytical Report No / : 890001724243 Date of Analysis / : 15.03.2024
Ananuryueckui oryer Ne Jlara ananuza
Date of Manufactare / : 02/2024 Date of Expiry / : 0172027
Jata npon3BoacTea T'ogen no
| Analysis performed according ND / Ananus nposexen no HJL: JIT1-001365-170222
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i.f Test / IToxasaTenn Results / PesyanTaTsl Specification / Hopma

1 Description / Onucanue Clear palc ycllow solution. / | Clear colorless to pale yellow solution.
[po3payHbiil cpeTo-xenTeiit | / Ilpospaudsiif OeCUBETHBIA  MuH
pacTBOp. CBETNIO-KENThIA pacTBop.

2 Identification /
I[MognuHHOCTH

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) / Bpemena
yIep)KUBaHKHA OCHOBHLIX NHMKOB Ha
XpoMaTorpaMMe HCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT BPEMEHAM
yAEp)KHBaHHS OCHOBHBIX MHKOB Ha
XpOMaTorpaMme CTaHJapTHOTO
pacTBOpa KeTopojaka TPOMETAMUHA
" HaNpOKCeHa (pasmen
«KomMuecTBEHHOE OMpECIEHHEN)

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
yOepXUBaHHS OCHOBHBIX IHMKOB Ha
XpoMaTtorpamme HCOBITYEMOr0
pacTBopa AOMKHBI COOTBETCTBOBATh
BpeMeHaM YOEpPKHBAHHA OCHOBHBIX
MMKOB Ha XpOMaTorpamMme
CTZHAAPTHOTO PAacTBOpa KETOpOJakKa
TPOMETaMHHa M HanpokceHa (pasgen
«KonuyecTBEHHOE OTIpENENICHHE))

3 Clarity / Ilpospa4nocThb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuusa
npenapara He AOJDKHA NPEBLILATE
ONATIECUEHIIHIO 3TATIOHA CpaBHEHMA I

4 Color / [IBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6osee 0,20 npu [UIHHE BOJIHBI
430 HM.

D rH 7.4 From 6,9 to 7.9./ 01 6,9 1o 7.9.

Remarks: The Product confirms to ND/
[Tpumeuanue: IpomykT cooTBeTCTBYET Tpebonanman HI{

Conclusion: APPROVED /
Zaxnouenne: OJOBPEHO

Prepared by /
TloAroToBJIEHO: Pra?h‘ Rana

Checked by /
TMposepeno: Santosh Kumar
Maurya ’

Approved by: Manager]Executive /
Onobpero; Menemiep// PykoBonurene
Abhishek Chauhan

Reprint Date /
Jlata: 15.03.2024

Reprint Date /
Jara: 15.03.2024

Reprint Date /

JHara: 15.03.2024
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

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

Hpogykr: Ketopon™ (ketoponak) pacTeop AJis BHYTPUBCHHOTO H BHYTPHMBILICYHOrO BBCACHHA, 30 Mr/mn
Batch No / 1 V240138 Batch Quantity / : 272727 ampules /
Cepust No O6nem cepun 272727 amny
Analytical Report No / : 890001724243 Date of Analysis / : 15.03.2024
AHanuTHYECKHH 0TYeT Ne Jlara agajnsa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jiara npon3BojACTEA \Tomen Ao

Analysis performed according ND / Anajm3 nposeaen no HJL: JI1-001365-170222
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6 Particulate matter / Mexanuueckue BKJIIOYEHHS
6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements. /
BuauMsie wacTHLLI B cooTBeTCTBUM C TPEGOBAHUAMH.
6B Invisible particles /
Hepuaumble 4acTHLIB:
i. Particles> 10 pm/ 08 not more than 6000 per ampoule /
YacTtuy pa3MepoM > He 6ostee 6000 Ha amnyny;
10 Mxm
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YaCTHL pa3sMepoM > He 6onee 600 Ha amnyiTy.
25 MKM
7 Related substances / Poncrﬁeﬂﬂble npumecHu
Impurity A / IIpumecs A 0.15% not more than 0.20 % / He 6Gonee
0,20 %,;
Impurity B / IIpamecs B Not detected / He obuapyxera not more than 0.50 % / He Gonee
0,50 %;
1 0,
Impurity C / [Ipumecs C Below LOQ (LOQ = 0.033%) / Blosto zg?re than 0.50 % / He Gouee
Huxe npenena KoUYECTBEHHOTO ’ =
[MKO = 0.033 %
Impurity D / IIpumece D ORI ) not more than 0.20 % / He Oonee
Below LOD (LOD = 0.014 %) / 0,20 %.
Hmke npenena o6Hapyxeuus (ITO
=0.014 %)
Any unspecified impurity / q Not more than 0.20 % / He 6onee
0.06% N
EnuuiaHas HeMAeHTHPHLH- 0,20 %.
pOBaHHas IpHUMeECh

Remarks: The Product confirms to ND/
[Tpumeuaume: ITpoaykTt cootBeTcTBYeT TpeboBauram HIJ

Conclusion: APPROVED /
3axarouenue: QJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
‘TloaroTosneHo: va?ana Iposepero: Saptosh Kumar | Onobpeno: Menemigp / PykoBonutens
_ Maurya @\_‘l’ Abhishek Chauhan
{ — ot
Reprint Date / Reprint Date / Reprint Date / '
Jara: 15.03.2024 Jara: 15.03.2024 Jara: 15.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIA3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpogykT: Keropon™ (keToponak) pacTsop i BHYTPHBEHHOTO W BHYTPUMBILLIEHHOTO BBeeHNA, 30 Mr/mn
Batch No / : V240138 Batch Quantity / : 272727 ampules /
Cepust Ne O6nem cepuu 272727 amnysn
Amnalytical Report No / : §90001724243 Date of Analysis / : 15.03.2024
AnannrHyeckui oruer No Jara anannia
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
aTa MpoH3BOJACTRA Tanen oo
Analysis performed according ND / Ananus nposegen mo HJI: JII1-001365-170222
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H3enexaemMelit 06beM

Total impurities / CymMmma 0.26% Not more than 1.50 % / He Gonee
npuMecei 1,50 %.
‘8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL)/

He menee HomuHansHOTO (1,0 M)

15-oit cepun)

CTepHILHOCTE (IS KamaoiH

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepHanbHble <=0.725 E3/Mr tromethamine. / He 6onee 5,8 ED/Mr
3HA0TOKCHMBI KETOpOJaKa TPOMETAMHIHA.

10 Sterility (every 15th batch) / NA Must be sterile. / JomxeH 6otk

CTEPWIBHBIM.

11 Assay / KonuuyecTBeHHOe 29.72 mg/ 29.72 mMr From 27.0mg to 33.0mg of
onpepejeHUe Ci1sHi3sNO;3-C4H(1NO3 (ketorolac
tromethamine) per 1 mL./ Ot 27,0 Mr
no  33,0mr CisHj3NO3 CsH/NOs
(xeTopoJiaka TpOMETaMMH) B 1 MJI.
12 Alcohol content / Tanon 11.81 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
Ipumeuanne: IIponykr coorBeTcTryeT Tpeboranuam HJL

Conclusion: APPROVED /
3akmwoyeruc: OJJOGPEHO

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

[Toarorosneno: Pravesh Rana | [poeepeno: Santosh Kumar | Onobpeno: Menemxkep / Pykosoayrens
j Maurya m, Abhishek Chauhan r

Reprint Date/  ~ Reprint Date / Reprint Date /

Jara: 15.03.2024 Jara: 15.03.2024 Jara: 15.03.2024
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CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIA3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hponykt: Kertopon™ (keToponak) pacTsop /Ul BHYTPABEHHOTO W BHYTPUMBILICYHOIO BBEACHH, 30 Mr/mn
Batch No / : V240138 Batch Quantity / : 272727 ampules /
Cepus No O0beM cepHH 272727 amnyn
Analytical Report No / : 890001724243 Date of Analysis / : 15.03.2024
AnamaTHyeckuii oTuer Ne JdaTa anannsza
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JaTa mMpoH3BOACTBA T'open o
Analysis performed according ND / Auanus nposesen no HJL: JI[1-001 365-170222
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1 mL in class I light-shielding amber

13 Packaging / YnakoBka 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 ampoules and a patient information
information leaflet in a | leafletin 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, S blisters
Iloc 1 wmn B amoylnsl W3 | ina carton pack./
CBeTO32IHTHOTO crexna | ITo 1 w1 B aMmMoyast M3
xopraHesoro kiacca I (USP). B | ¢BeTO3alUMTHOIO CTEKNA KOPHYHEBOrO
BEpXHEil YaCTH aMIyJbl HAHECEHbl | IM  TeMHO-KOPWIHEBOIO  [IBETa
KOMETIN W Touka nng pasnoma. Ha | kmacea T (USP). B BepxHeR 4acTy
aMITyJly HaKNEeHBatOT STHKETKY. aMILyJibl HAHECEHB! KOJLLO W TOYKa
Mo 10 ammyn ¢ uHCTPYKuUHMeil mo | g pasnoma. Ha amiyny HaxsieuBasoT
MPUMEHEHUIO FIOMEIAIOT | ITHKETKY.
B [IBX/asiroMHHUEBLII OnHCTED. IMo 10 ammyn ¢ MHCTpYKUHeH IO
ITo 1 6nucTepy B Mauky KAPTOHHYIO. | MNPHMEHEHHIO [OMemanT
B [IBX/antoMHHHUEBEIH 61RCTED.
ITo 1 6mucTepy B NauKy KapTOHHYIO;
A cTalMoHapos: no 2, 3, 5
6TMCTEPOB B MaYKy KApTOHHYIO.
ITo 1 6nucTepy B Ma4Ky KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootsercTeuu ¢ HII.
15 Storage conditions / In a place protected from light below 25 °C. Do not [reeze. / B sawuuiensom
Xpanenue OT CBETA MeCTe TIpH Temneparype He BoiLe 25 °C. He 3aMOpaXHBaTh.
16 Shelf-life / Cpox ronnocTy 3 years /3 ronn

Remarks: The Product confirms to ND/
Ipumeuanne: [IpoaykT coorBeTcTBYeT Tpebopanugm HIT

Conclusion: APPROVED /
Zarmnoyenne: OJJOBPEHO

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

TMoxrotoeneHo: Pravesh Rana | ITposepeno: Santosh Kumar | Ogobpeno: Menemxep / PyxoBoanTess
Maurya : Abhishek Chauhan \

Reprint Date / Reprint Date / Reprint Date /

Jara: 15.03.2024 Harta: 15.03.2024 Iata: 15.03.2024
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIW3A
Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
poaykr: Ketopon” (KeToponak) pacTBOp 151 BHYTPHBEHHOTO M BHYTPHMBILUEYHOrO BBeACHNH, 30 MI/ma
Batch No / : V240138 Batch Quantity / : 272727 ampules /
Cepust Ne O6nem cepin 272727 amnyi
Analytical Report No / : 890001724243 Date of Analysis/ : 15.03.2024
AnanurHuecKHil oryer No Harta anamiza
Date of Manufacture / 1 02/2024 Date of Expiry / : 01/2027
Jara npou3BoacTBa I'open xo
Analysis performed according ND / Araaus nposegen mo HJL: JI1-001365-170222
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API name / HaumenoBanune ADC:

Ketorolac tromethamine / JeToponaka TpoMeTaMHH

INN / MHH:

Ketorolac / Keroposiak

Homep cepuu cy6ctanunu npouspoaurens LJIIP:

API manufacturer batch number /
Homep cepun npoussoautensna ADC: OIS
FP Manufacturer API Batch number / FEQA00499

API Manufactured by & country /
IIpoussoantean ADPC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pexau'c Jlaboparopuc JIta., Unans

Remarks: The Product confirms to ND/
INpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBaHusIM HJI

Conclusion: APPROVED /
Zaxmouenie: OJOEPEHO

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

[Moarotosneno: Pravésh Rana | [Tposepeno: Santogh Kumar | Onobpeno: Meneax¢p / PykoBoqurens
Maurya - Abhishek Chauhan R

Reprint Date / Reprint Date / Reprint Date / B

Jara: 15.03.2024 Jara: 15.03.2024 Jara: 15.03.2024

137 Tiy Mo 2 Baninra Hiils. Bud

bad'- 300034 Telangan




