Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Ketopon” (keToponak) pacTBop /i3 BHYTPHBEHHOIO M BHYTPHMBILIEYHOIO BBeACHHS, 30 mr/mn
Batch No/ : V240058 Batch Quantity / : 272727 ampules /
Cepus No Oo6bem cepuu 272727 amnyii
Analytical Report No / : 890001721087 Date of Analysis / : 28.02.2024
AnasiuTH4YecKuii oTuer No JlaTa ananusa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JlaTa npoH3BOACTBA I'omen mo
Analysis performed according ND / Ananu3 nposeaen mo HJI: JII1-001365-170222
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ITpo3paunsiii 6ecUBETHBIN PacTBOD.

NNOO Test / IlokazaTens Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/  TlpospauHblii OecUBETHBIH WM
CBETJIO-)KEJTBIA pacTBOp.

2 Identification /
IloaIMHHOCTDL

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
yIEepPXKMUBAaHUA OCHOBHBIX THKOB Ha
Xpomarorpamme HCIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
yIEPXKUBaHUA OCHOBHBIX NUKOB Ha
XpoMaTorpamme CTaHJapTHOTO
pacTBOpa KeToponiaka TpOMETaMHUHa
u HanpoKceHa (pazmen
«KonuecTBeHHOE ONpeneNeHHE»)

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
yIep>XUBaHUA OCHOBHBIX IIMKOB HA
XpoMartorpaMme UCTIBITYEMOTO
pacTBOpa [HOJDKHBI COOTBETCTBOBAThH
BpeMEHAM YACpXKHUBAHUS OCHOBHBIX
IUKOB Ha XpoMaTorpaMmme
CTaHAAPTHOTO PacTBOpa KEeTOpo/aka
TpOMETaMKHa U HanpokceHa (pasjen
«KOJIMYECTBEHHOE OTIPENETEHUEN)

3 Clarity / Ilpo3pa4yHocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHnus
mpemnapara He J0JDKHA IPEBBILLIATh
onaJIeCLieH MO 3TAIOHa CpaBHeHHUA [

4 Color / llgeTHOCTDH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [IMHE BOITHBI
430 HMm.

5 pH 7.32 From6.9t07.9./0t16,9 o 7,9.

Remarks: The Product confirms to ND/
TTpumeuanue: [Tpoaykr cooteetcTBYeT Tpeboranusam HJ|

Conclusion: APPROVED /
3akmwuenue: OJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Iara: 28.02.2024

Jara: 28.02.2024

[oarorosaeno: Santosh | [Tpoeepeno: Pardeep Kumar | Onobpeno: Menemxkepy Pykosoaureinb
Kumar Maurya \ Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date / ~

Hara: 28.02.2024
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon” (keToponak) pacTBop Juls BHYTPHBEHHOTO U BHYTPHMBIIEYHOTO BBeAeHH A, 30 mr/mi
BatchNo / : V240058 Batch Quantity / : 272727 ampules /
Cepua Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001721087 Date of Analysis / : 28.02.2024
AnajnTHdeckuii oTuer No Jara ananuza
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jara npou3BoacTBa Tonen g0
Analysis performed according ND / Auann3 mposenen no HJI: JIT1-001365-170222
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6 Particulate matter / MexaHn4yeckune BKJAKYEHHS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
BupumMbie 4acTULIBI B COOTBETCTBUU € TPeOOBAHHAMHU.

6B Invisible particles /
HeBuaumble 4acTHLIBI:

i. Particles> 10 um/ 17 not more than 6000 per ampoule /
YacTul pasMepoM > He 6onee 6000 Ha amiyy;
10 MmxM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YaCcTHUL] pa3MePOM > He 6onee 600 Ha ammyIy.
25 MKM
7 Related substances / PojcTBeHHbIE MPpUMeECH
Impurity A / [Ipumecs A 0.16% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / IIpumecs B Not detected / He o6HapyxeHa not more than 0.50 % / He Gonee
0,50 %;
Impurity C / Ilpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / we Gomee

0,50 %;
Hipke nipezena KOJIHYECTBEHHOTO WE 0

onpeaenenus (ITKO = 0.033 %)

Impurity D / Ilpumecs D not more than 0.20% / He 6onee
Below LOD (LOD = 0.014 %) / 0,20 %.
Husxe npenena obHapysxenus (ITO

=0.014 %)
Any unspecified impurity / 0.06% Not more than 0.20 % / He 6onee
EnunnvHas HeMneHTHQHLIH- e 0,20 %.
pOBaHHas MPUMECh
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Tpumeyanne: [IponykT cooTBeTcTBYET TpeboBaHUsM HJ 3axmoyenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosnexo: Santosh Iposepeno: Pardeep Kumar | Ono6peno: Menemxep /Pykosoaurent
Kumar Maurya (& f Abhishek Chauhan F’l
Reprint Date / Reprint Date / Reprint Date / 1
Jata: 28.02.2024 Jlata: 28.02.2024 Harta: 28.02.2024
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykr: Ketopon™ (keToponak) pacTBop s BHYTPHBEHHOIO ¥ BHYTPHMBILIEYHOrO BBeIeHUs, 30 mr/mi
Batch No / : V240058 Batch Quantity / : 2727277 ampules /
Cepmn Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001721087 Date of Analysis / : 28.02.2024
AHaJluTHYECKHIT oTueT Ne JlaTa ananunza

Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTa npon3BoacTBa Tonen no

Analysis performed according ND / Anasn3 nposeaes mo HJI: JIT1-001365-170222
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Total impurities / Cymma 0.27% Not more than 1.50 % / He Gonee
npumecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

H3enexkaemMbliii 00beM

He menee HomMuHanbHoro (1,0 mi)

9 Bacterial endotoxins /
BakTepuaiibHble
IHIOTOKCHHbI

<=0.725 EU/mg /
<=0.725 EB/mMr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He Gonee 5,8 ED/Mr
KETOpOJIaka TPOMETaMHHa.

10 Sterility (every 15th batch) /
CTepuabHOCTb (AN Kama0i
15-0ii cepum)

NA

Must be sterite. / JlomxeH ObITb
CTEPUIIBHBIM.

11 Assay / KosinuecTBeHHOE 29.60 mg/ 29.60 mr From 27.0mg to 33.0mg of
onpeaeneHue CisH3NO3 C4H 1 NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
no  33,0mr  Cy;sHi3sNOs C4HiINO;
(keTopoJyiaka TpOMeTaMHH) B 1 MJL
12 Alcohol content / ITanon 11.69 % From 10.60 % to 12.60 %. /

Ot 10,60 % 1o 12,60 %.

Remarks: The Product confirms to ND/

[Tpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusam HJ|

Conclusion: APPROVED /
3akmwouenne: OJOBPEHO

Prepared by /
IMogroroeneHo: Santosh
Kumar Maurya 1&:,___

Checked by /
ITposepeHo: Pardeep Kumar

- -
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Approved by: Manager/Executive /
OnoGpeno: Menemxep / PykoBOgHTEND
Abhishek Chauhan f

Reprint Date /
MHara: 28.02.2024

Reprint Date /
Jara: 28.02.2024

Reprint Date / "

Jara: 28.02.2024
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

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

IpoaykT: Ketopon® (keToponak) pacTeop Ui BHYTPHBEHHOTO M BHYTPUMBILIEYHOTO BBEACHNSA, 30 Mr/mi
Batch No / : V240058 Batch Quantity / : 272727 ampules /
Cepusn Ne Qo6BbeM cepau 272727 amnyn
Analytical Report No / : 890001721087 Date of Analysis / : 28.02.2024
AHasInTHYEeCKHi oTueT Ne JlaTa aHaam3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JlaTa npou3BoacTBa I'open go

Analysis performed according ND / Ananuns nposeaen o HJI: JIT1-001365-170222
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13 Packaging / YnakoBka

1 mL in class I light-shielding 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.

1 blisters in a carton pack. /

Ilo 1 w™Mnm B aMmynsl M3
CBETO3ALIUTHOTO cTerIa
kopuuHeBoro kiacca I (USP). B
BepXHell yacT aMmyNibl HaHECEHBI
KOJbIIO M TOuka A paszioma. Ha
amnyny HakJIeBAKOT STHUKETKY.

Mo 10 ammyn c HMHCTpyKLHEH no
NPHMEHEHUIO NOMeEILA0OT
B [IBX/antomMuHHiEBbLH 61HCTED.

[To 1 6nucTepy B NaYKy KapTOHHYIO.

1 mL in class I light-shielding amber
or dark 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.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

Mo 1 ™M1 B aMmoyael U3
CBETO3AIUTHOTO CTEKJIa KOPUYHEBOTO
UMM TEMHO-KOPUYHEBOTO  1BeTa
kmacca I (USP). B BepxHel yacTu
aMmynbl HaHECeHbl KONBLO M TOYKa
1St paznoma. Ha aMmyny HakJIenBaroT

ITUKETKY.
ITo 10 ammyn ¢ HHCTpYKUHWEH IO
MPUMEHEHUIO NOMEILAIOT

B [IBX/amomuHueBbIii ONUCTED.

ITo 1 6nucTepy B Na4Ky KapTOHHYIO;
g craldoHapoB: mo 2, 3, 5
61MCTEpPOB B NAYKY KapTOHHY!O.

[To 1 6nucTepy B MaYKy KAPTOHHYIO.

14 Labelling / Mapxkupoeka

According to ND / B cootBerctauu ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3auiuiueHHoM
OT CcBeTa MecTe NpH TeMIepaType He Bime 25 °C. He 3amopaxuBats.

16 Shelf-life / Cpok roasoctu

3 years. / 3 rona.

Remarka: The Product confirms to ND/
IMpumeuanue: ITpoaykT coorBeTcTBYET TpeboBanuaM HJL

Conclusion: APPROVED /
3akmwuenue: OJAOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: Santosh ITposepeno: Pardeep Kumar | Onobpeno: Menenxep /,Pykosoaurens
Kumar Maurya 1 Abhishek Chauhan / /

Reprint Date / Reprint Date / Reprint Date /

Hara: 28.02.2024 Jara: 28.02.2024 Jara: 28.02.2024
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykr: Ketopon™ (keToponak) pacteop /Ui BHYTPUBEHHOIO W BHYTPUMBIILEYHOIO BBEACHHS, 30 mMr/ma
Batch No / : V240058 Batch Quantity / : 272727 ampules /
Cepusi Ne Qo6bem cepuu 272727 amnyn
Analytical Report No / : 890001721087 Date of Analysis / : 28.02.2024
AHaJIHTHYEeCKHi oTueT Ne Hata ananusa
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTa npou3BOACTBA T'ogen mo
Analysis performed according ND / Anasnu3 nposeaen mo HJL: JIT1-001365-170222
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API name / HaumenoBaHne AQC: Ketorolac tromethamine / KeToposaka TpOMETaMHH
INN / MHH: Ketorolac / Ketoposak

API manufacturer batch number /

Homep cepun npousBoantens A@C: ABQH005022

FP Manufacturer API Batch number /

Homep cepuu cybecranuun npouspoautens IJIP: FEQA00497

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipoussoautenb ADC, erpana: J-p Peanu'c Jlaboparopuc Jita., Unaus
Remarks: The Product confirms to ND/ Conclusion; APPROVED /
TTpumeuanue: [Iponykt cootBercTBYeT TpeGoBaHusiM HJI 3axmouenne: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Santo, IMpoepeno: Pardeep Kumar | Ono6peno: Menenxep J Pykosoaurens
Kumar Maurya ' _£ [ Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jara: 28.02.2024 Hara: 28.02.2024 Jara: 28.02.2024




