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CERTIFICATE OF ANALYSIS

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

Vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTHOHUKAT AHAJIM3A

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

Hpoaykr: Ketopon" (keToposiak) pacTBop A/ BHYTPHBEHHOTO ¥ BHYTPHMbIIEYHOrO BBECHIA, 30 mr/mn
Batch No / 1 V240237 Batch Quantity / : 272727 ampules /
Cepua Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001731544 Date of Analysis / : 19.04.2024
Apasuradyeckuii oTuer Ne Jdara ananusa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTa npoH3BOACTBA T'omen a0

Analysis performed according ND / Ananns nposenen mo HJI; JI[1-001365-170222

Page 1 of 5/Crp. 1 u3 5

[Tpo3pauHblii GeclBETHBIN PacTBOD.

i.oo Test / IToka3zaTens Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanne Clear colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pausblii OecUBETHBINH MK
CBETJIO-KENThIH pacTBOpP.

2 Identification /
IToaAMHHOCTDL

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
yIepXHBaHHs OCHOBHBIX THKOB Ha
XpoMarorpamMmme UCIILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMeHaM
YIEpP)KUBAHHS OCHOBHBIX NHKOB Ha
XpoMaTtorpamme CTaHIapTHOTO
pacTBOpa KeToponaka TpOMeTaMHHa
u HanpoKCeHa (paznen
«Konm4uecTBEHHOE OIpEe/IENeHHE)

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
yIEPKMBAHWS OCHOBHBIX IIHMKOB Ha
XpoMaTorpamme MCTLITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBAThH
BpEMEHaM YACPXKMBaHHS OCHOBHBIX
[IMKOB Ha XpoMaTorpamme
CTaHIapTHOrO PacTBOpa KeToponaka
TpPOMETaMHHa W HampokceHa (paszen
«KONM4eCTBEHHOE OTPeENEHUE)

3 Clarity / Ilpo3payHocTb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnanecueHuus
npemnapara He O/DKHA NPEBbIIATh
OMaJIECUEHLIMIO 3TAJIOHa CpaBHEHMA I

4 Color / ILlBeTHOCTDb 0.04 Not more than 0.20 at 430 nm. /
He 6oiee 0,20 npy [UIHHE BOJTHBI
430 HM.

5 pH 7.36 From 6.91t07.9./0169 mo 7,9.

6 Particulate matter / MexaHn4eckKkue BK/JIAIOYECHUS

Remarks : The Product confirms to ND/
[pumeyanue: [IpoaykT cooTBeTcTBYeT Tpebosannam HJ

Conclusion : APPROVED /
3axmwouenue: OJIOBPEHO

Prepared by /

IMoagrorosneHo: Rama LLJ‘

Kant
/

Checked by /
[Iposepeno: Pardeep Kumar

Opobpeno:

Kusum Lata

Approved by: Manager/Executive /

Meuemxep / Pykosogurenn

Reprint Date /
Hata: 19.04.2024

Reprint Date /
Harta: 19.04.2024

Reprint Date /
Jara: 19.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CEPTHOHUKAT AHAJTU3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
TIpoaykr: Keropon" (ketoponak) pacTBOp JUid BHYTPHBEHHOIO W BHYTPHMBIIIEYHOTO BBEACHHA, 30 Mr/mn
Batch No / 1 V240237 Batch Quantity / : 272727 ampules /
Cepus Ne Oo0beM cepil 272727 aMityn
Analytical Report No / : 890001731544 Date of Analysis / : 19.04.2024
AHaJuTHYeCKMil oTueT Ne Harta anannsa
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTa npoH3BoACTBA TogeH no

Analysis performed according ND / Anann3 nposesen no HJL: JI[1-001365-170222
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No

Test / Iloka3zaTennb
Ne

Results / PesyabTaThl

Specification / Hopma

6A Visible particles /
BuauMble 4acTHLbL

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cOOTBETCTBUY C TPeOOBaHUAMM.

6B Invisible particles /
HeBuaumble 4aCTHLBL:

i. Particles> 10 um/ 22 not more than 6000 per ampoule /
YacTui pa3sMepom > He 6onee 6000 Ha ammyiy;
10 MkM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHUl] pa3sMeEpoM > He 6onee 600 Ha amTyITy.
25 MKM
7 Related substances / PoacTBenHble mpumecu
Impurity A / IIpumecs A 0.15% not more than 0.20 % / He O6oinee
0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Oonee
Huxe npenena o6Hapyxenus (ITO 0,50 %;
=0.014%)
Impurity C / [Tpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Oonee
Hrbke mpeaena KOIH4ECTBEHHOTO 0,50 %;
onpenenenus (ITKO = 0.033%)
Impurity D / ITpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Oonee
Hwuxe npenena ooHapyxenus (I1O 0,20 %.
=0.014%)
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnuHuyHas HeUAeHTHPHLIY- 0.06% 0,20 %.
. (]

pOBaHHas [IPUMECH

Remarks : The Product confirms to ND/
[Mpumeuanue: IIpoaykT cootBercTyeT Tpebosanuam HJL

Conclusion : APPROVED /
3axmoyenune: OJOBPEHO

Prepared by /
IMoarorosieno: Rama Kant

gut>

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoaurens
Kusum Lata

N

Reprint Date /
Hara: 19.04.2024

Reprint Date /
Hara: 19.04.2024

Reprint Date /
Hara: 19.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLCD04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Forrmulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOPUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayxr: Ketopon® (keToponak) pacTEOp [Jisi BHYTPUBEHHOTO ¥ BHYTPUMBIILIEYHOrO BBEAEHHUS, 30 Mr/Mi
Batch No / 1 V240237 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepHn 272727 amnyn
Analytical Report No / : 890001731544 Date of Analysis / : 19.04.2024
AHasuTHYeCKHi oTyeT Ne JlaTa aHasn3a
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTa npoU3BOACTBA T'onen oo
Analysis performed according ND / Anann3 nposenen mo HJI: JIIT-001365-170222

Page3 of 5/C1p. 3135

I;.:) Test / Iloka3aTesn Results / PesynbTaTs! Specification / Hopma
Total impurities / Cymma 0.21 % Not more than 1.50 % / He 6onee
npumeceit 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Baexaemblii 06LeM He menee HomMuHansHoro (1,0 Mir)

9 Bacterial endotoxins / <=(.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrtepuanbHbie <=(0.725 E3/mr tromethamine. / He Gonee 5,8 EQ/mr
IHAOTOKCUHBI KeTopoJlaka TPOMETaMHHA.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH OBbITH
CTepuabHOCTD (AJ1 KaKNO0i CTEPUILHBIM.
15-o0it cepun)

1;.0 Test / Iloka3zaTenb Results / Pe3yabTaTthl Specification / Hopma

o
11 Assay / KosinuecTBeHHOE 29.96 mg/29.96 mr From 270mg to 33.0mg of
onpejejieHHe CisH13NO3- C4H1 1 NO3 (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 MTI’ C15H13NO3‘C4H11NO3
(keToposaka TpOMETaMMH) B 1 MJL.

12 Alcohol content / ITanou 11.96 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirme to MLV
ITpumeuanue: IIpoaykT cooTBETCTBYET Tpeboranusm HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Hata: 19.04.2024

Jlata: 19.04.2024

[oarororneno: Rama Kant I[Iposepeno: Pardeep Kumar | Opno6peno: Menemkep / Pykopoaurens
J\/‘ } Kusum Lata w
Reprint Date / 1 Reprint Date / Reprint Date /

Hara: 19.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 43900 2999, Email: maii@drraddys.com

CIN: L85135AP1984PLCO04507
wwwe.drrecddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUPHNKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykr: Keropon" (ketoponak) pacTBOp JUis BHYTPMBEHHOIO W BHYTPUMBLLEUHOTO BBeneHN, 30 Mr/ma
Batch No / 1 V240237 Batch Quantity / : 272727 ampules/
Cepus Ne O0bem cepuu 272727 amnyn
Analytical Report No / : 890001731544 Date of Analysis / : 19.04.2024
AnajuTH4eckuii oTyer No JaTa ananu3a
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JaTa npou3BoacTea I'open 5o
Analysis performed according ND / Ananu3 nposeaen mo HJI: JII1-001365-170222
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No

No Test / Iloka3aTean

Results / PesyabTatbi

Specification / Hopma

13 Packaging / Ynakoeka

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. /

[lo 1 wMn B amnynsl w3
CBETO3AL{MTHOTO cTeKIa
KopuuHeroro kinacca I (USP). B
BEpPXHEN YacTH aMITyjbl HaHECEHBI
KOJIBLIO M TOYKa Juis pasnoma. Ha
aMITyJly HaKJIeUBAIOT ITUKETKY.

[To 10 ammyn ¢ HHCTpYKLHEN IO
NPUMEHEHHIO IOMEIIAfOT
B [IBX/amoMuBueBbIi 6HcTep.

ITo 1 6iucTepy B Mauky 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. /

[lo 1 wMn B aMmmynsl u3
CBETO3AIUTHOrO CTEKJIa KOPUYHEBOTO
WM TEMHO-KOPMYHEBOTO  IIBETA
knacca I (USP). B Bepxueii uactu
aMITybl HAaHECEHBbI KONBUO M TOYKa
IUts pasnioMa. Ha amnyiny HakJieMBaroT

STHUKETKY.
Mo 10 ammyn ¢ HHCTPYKUMEH 10
MPUMEHEHHIO NOMELIAIOT

B JIBX/anmomMuHueBsIi GiucTep.

ITo 1 6mucTepy B MauKy KapTOHHYIO;
Ui cTanuoHapoB: mo 2, 3, 5
OINCTEPOB B MAYKY KAPTOHHVIO.

14 Labelling / MapkupoBka

According to ND / B cootsercteun ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3amumen=zoM
OT CBETa MECTe MPH TeMIepaType He Bhllue 25 °C. He 3amMopaxuBarts.

16 Shelf-life / Cpok rognocru

3 years. / 3 roaa.

Remarks : The Product confirms to ND/
ITpumeuanue: Ilponykr coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akawuenune: OJOBPEHO

Prepared by /
INoaroroeneno: Rama Kant

W

Checked by /
IIposepeHo: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemsiep / Pykosoaurens
Kusum Lata

g)f

Reprint Date / B
Jara: 19.04.2024

Reprint Date /
Hata: 19.04.2024

Reprint Date /
Hara: 19.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: maii@drraddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOPUKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keToponak) pactsop /Ut BHYTPHBEHHOTO M BHYTPUMbIILIEUHOro BefieHns, 30 Mr/mi
Batch No/ 1 V240237 Batch Quantity / 2 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001731544 Date of Analysis / : 19.04.2024
AHaJuTHYeCKHIT oTyeT No Jlata ananmu3a
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
Jara npousBoacTBa I'open 1o

Analysis performed according ND / Auann3s nposegen no HJI: JI1-001365-170222

Page Sof 5/ Crp. 5u3 S

API name / HaumenoBanue A®C:

Ketorolac tromethamine / Keroposaka TpoMeTamMuH

Howmep cepuu cy6cTanuun npoussoautesst IJIdD:

INN / MHH: Ketorolac / Keroposak
API manufacturer batch number /

Homep cepun npoussoaurens ADC: ABQH006832

FP Manufacturer API Batch number / FEQA00569

Ipoussopuresns ADC, cTpaHa:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /
H-p Penmu'c Jlaboparopuc JIta., Unaus

Remarks : The Prodnet confirms ta NTV/
IIpumeuanmue: IIpoaykr coorBercTByeT Tpebosanmam HJJ

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /
INoarorosnexo: Rama Kant

o

Checked by /
[poepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menekep / PykoBoautenb

Kusum Lata %‘/'

Reprint Date / \
Hara: 19.04.2024

Reprint Date /
Hara: 19.04.2024

Reprint Date /
Jata: 19.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 48 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




