Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

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

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

Product : /

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

AHa/IluTHYeCKHH oTUeT No

Jlara anaauza

IpoAykT: Ketopon® (keToposiak) pacTBOp [Ulsl BHYTPMBEHHOIO H BHYTPUMBIILIEYHOr0 BBeieH s, 30 Mr/mu
Batch No / : V240060 Batch Quantity / 1 272727 ampules /
Cepus Ne ObBemM cepHH 272727 amnyn
Analytical Report No / : 890001721323 Date of Analysis / : 29.02.2024

Date of Manufacture /
JaTa npouzBoacTBa

: 02/2024

T'onen xo

Date of Expiry /

: 01/2027

Analysis performed according ND / Anaans nposenen no HJI: JII1-001365-170222

Page1 of 5/Crp. 1 u3 5

ITpo3payHblit 6ecLBETHBIH pacTBOP.

1;.:) Test / Iloka3zaTesnnb Results / PesyabTaTtsl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/  Tlpo3payHelii OGecLBETHBIA WM
CBETJIO-XENThIi pacTBOP.

2 Identification /
ITopIMHHOCTDL

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)KUBAHUSA OCHOBHBIX NHUKOB Ha
XpoMarorpamme UCTILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHAM
YIEPXXUBAHUS OCHOBHBIX THKOB Ha
XpoMarorpamme CTaHIapPTHOTO
pacTBOpa KETOpoJaKka TpOMETaMHUHA
" HampoKceHa (paznen
«KonmiiecTBEHHOE OMpeeeHHEY)

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) / BpemeHa
YOSp>KMBaHMS OCHOBHBIX ITHKOB Ha
XpoMaTorpamme HCHBITYEMOTO
pacTBOpa MOJDKHBI COOTBETCTBOBATh
BpEMEHAM YIECP)KHBAaHHS OCHOBHBIX
NHKOB Ha XpoMaTorpaMmme
CTaHJApPTHOTO pAacTBOpa KETOpOJakKa
TPOMETAMMHA W HAMpPOKCEeHa (pasiel
«KonuuecTBeHHOE ONPEAETICHUEY)

3 Clarity / Ilpo3pauyHocThb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHnus
npernapara He I0JDKHa [PEeBbIIIIaTh
ONAIECUEHIHIO ITATOHA CpaBHEHHA I.

4 Color / IlBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [yiMHE BOJIHBI
430 uM.

5 pH 7.33 From 6.9t07.9./016,9 no 7,9.

Remarks: The Product confirms to ND/
ITpumeuanue: ITpoaykt cootBercTBYeT TpeboBaHusaM HJI

Conclusion: APPROVED /
Zaxnwuenne: OJJOBPEHO

Hara: 29.02.2024

Hara: 29.02.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorornexo: Santgﬁ/ IMpoeepeno: Pardeep Kumar | OnobpeHo: Menemxkep / PykoBoguTens
Kumar Maurya N L C}f{ Manoj Kumar M‘Q—‘:‘ﬁ
Reprint Date / Reprint Date / Reprint Date /

Jata: 29.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: 91 40 4900 2000, Fav: +01 A0 440N 2999 Fmails mail@rrreddys com

CIN: L85195AP1984PLC0O04507
wvw drreddys.com
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Dr. Reddy's Labcrateries Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND}A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoAykr: Keropon™ (keTopojiak) pacTBOp Juisi BHYTPUBEHHOTO W BHYTPHUMBIIEUHOTO BBeeH s, 30 Mr/mi
BatchNo / : V240060 Batch Quantity / : 272727 ampules /
Cepust Ne O6bemM cepun 272727 amnyn
Analytical Report No / : 890001721323 Date of Analysis / : 29.02.2024
AHaJINTHYeCKHi oTyeT Ne JlaTa anajgunza
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
Jata npoM3BoacTBa I'ogen oo
Analysis performed according ND / Ananu3s npose/en 1o HJL: JII1-001365-170222
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Below LOD (LOD = 0.014 %) /
Hwxe npenena oonapyxenus (I1O
=0.014 %)

Any unspecified impurity /
EnvHuuHas HenaeHTHQUIHU-
pOBaHHasI IPUMEChH

0.06%

6 Particulate matter / Mexann4eckue BKIIOYEHUs
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
BuaumMble 4acTHIIbI B cooTBeTCTBUU € TPEOOBAHUMM.
6B Invisible particles /
Hepupumbie yacTHLBI:
i. Particles> 10 pm/ 08 not more than 6000 per ampoule /
Yactyl pazMepom > He G6onee 6000 Ha ammyIy;
10 Mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTUL[ pa3sMeEPOM > He 6onee 600 Ha amnyy.
25 MKM
7 Related substances / PoacTBeHHble IpHMecH
Impurity A / Ilpumecs A 0.16% not more than 0.20 % / He O6onee
0,20 %;
Impurity B / Ilpumecs B Not detected / He o6HapyxeHa not more than 0.50 % / He 6onee
0,50 %;
1 V)
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / gost0 f;?re than 0.50 % / He O6onee
Hke npenena KOJIUYECTBEHHOTO WY
ITKO = 0.033 %
Impurity D / [Tpumecs D OUpezEeHHs ( ) not more than 0.20 % / He Oonee

0,20 %.

Not more than 0.20 % / He 6omee
0,20 %.

Remarks: The Product confirms to ND/
ITpumeyanue: IIpoaykT cooTBeTcTBYeT TpebopanusM HJJ

Conclusion: APPROVED /
3axkmouenue: OJOBPEHO

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

IloaroToBnexo: Santo IMposepeno: Pardeep Kumar | Omo6peno: Menemxep / PykoBonurens

Kumar Maurya Manoj Kumar / /
<‘—“i”:‘ i L

Reprint Date / Reprint Date / Reprint Date /

Jlata: 29.02.2024 Jara: 29.02.2024 Jata: 29.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel, 19140 4900 2500, Foe 191 40 1900 2999, Email: mail@diraddyc.com

CIN: L85195AP1984PLCOOA507
www.drreddys.com
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Dr. Reddy's Labcrateries 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

CEPTUOUKAT AHAJIU3A

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

IIpoaykr: Ketopon® (keToposak) pacTBoOp Uil BHYTPMBEHHOTO H BHYTPHMbILIEYHOrO BBeeHMs, 30 Mr/mi
Batch No / : V240060 Batch Quantity / + 272727 ampules /
Cepusi Ne O6beM cepi 272727 amnyn
Analytical Report No / : 890001721323 Date of Analysis / : 29.02.2024
AHaJIHTHYECKHI oTueT No JlaTa aHaiamu3a

Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTa npoH3BOACTBA T'ozen xo

Analysis performed according ND / Ananu3s nposeaen mo HJI: JIIT1-001365-170222

Page3of 5/Crp.3u35

Total impurities / Cymma 0.27% Not more than 1.50 % / He 6onee
npumecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 Mmn Not less than label claim (1.0 mL) /
Hszenekaemblii 06em He menee HoMmusansHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepHaabHbIe <=0.725 ED/mr tromethamine. / He 6onee 5,8 ED/mr
HIOTOKCHHBI KETOpoJiaka TpOMeTaMHUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH OBbITH
CTepHiIbHOCTD (IJ1ST KAXKAOH CTEPUIBHBIM.
15-oii cepun)

11 Assay / KoinyecTBeHHOE 29.78 mg/ 29.78 Mr From 27.0mg to 330mg of

CisH13NO3- C4H; 1 NO3 (ketorolac

onpeaeseHue
tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 Mr C15H13NO3‘C4H11NO3
(keToponiaka TPOMETaMHH) B 1 MIL
12 Alcohol content / dTanon 11.76 % From 10.60 % to 12.60 %. /

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

Remarks: The Product confirms to ND/
[Tpumeuanue: [Iponykt cooTBeTcTBYeT TpeboBanuam HJJ 3akarwyenne: OJOBPEHO

Conclusion: APPROVED /

Prepared by /
IMoarorosneHo: Santosh

Checked by /

Approved by: Manager/Executive /

[Tposepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykosoautens

Kumar Maurya Manoj Kumar :
ury B - ! Y

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.02.2024 Hara: 29.02.2024 Hara: 29.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 20 4900 2200, fax: +91 40 4500 2999, Cmail: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr. Reddy's Labcratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 451 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUO®UKAT AHAJIM3A

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

Hpoaykr: Ketopon® (keToposiak) pacTBOp jUis BHYTPMBEHHOTO M BHYTPUMBILIEYHOro BBeNeH s, 30 Mr/mn
Batch No / : V240060 Batch Quantity / : 272727 ampules /
Cepasa Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001721323 Date of Analysis / : 29.02.2024
|AHQJIMTHYEeCKHH oTueT Ne JlaTta anajusa

Date of Manufacture / : 02/2024 Date of Expiry / : 0172027

Jlara npou3BoACTBA I'open o

Analysis performed according ND / Anamm3 nposenen mo HJI: JIT1-001365-170222
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13 Packaging / YnakoBka

ampoule. A label is
ampoule.
10 ampoules and

CBETO3aIlIUTHOI'O
KOPpUYHEBOIro Knacca

KOO W TOYKa AJIA

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 cut ring and point in the upper part

attached to | of ampoule. A label is attached to
ampoule.
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. / For in-patient facilities: 2, 3, 5 blisters
Mo 1 wMn B amoynsl u3 | ina carton pack./

1 blisters in a carton pack;

crekma | ITo 1 wMm B  aMmyiasl  u3
I (USP). B | CBeTO32LIMTHOIO CTEKJIA KOPUUHEBOIO

BerHeﬁ 4JacTH aMIlyJibl HaHECCHBI WINn TEMHO-KOpPHYHEBOT'O BE€Ta

pasnoma. Ha | knacca I (USP). B Bepxueii uactu

aMIIyny HaKIeUBaIOT ITHUKETKY. amIyJbl HaHECEHbl KOJbUO M TOUYKa
IMo 10 ammyn ¢ WHCTpyKuMe# mo | aJs pasnoma. Ha amnyny HakiaeuBaroT

NPUMEHEHHUIO NOMEIIAIOT | 3THKETKY.
B IIBX/anioMuHueBEIi GucTep. ITo 10 amnyn ¢ MHCTpYKLMEH IO
I[To 1 6nucTepy B MayKy KapTOHHYK. | NPUMEHEHHUIO MOMEIIAIOT

B [IBX/anmoMuHUEBBIH GnuCTED.

ITo 1 6nucTepy B MauyKy KapTOHHYIO;
Ui CTalldoHapoB: 1mo 2, 3, 5
6J1MCTEPOB B MaUKy KapTOHHYIO.

ITo 1 6nucTepy B na4ky KapTOHHYIO.

14 Labelling / Ma

PKHPOBKA According to ND / B coorBerctuu ¢ HJI.

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuieHHEOM
XpaHeHue OT CBETA MeCTe NpH TeMrepatype He Boilie 25 °C. He 3aMopaxuBars.
10 Bhell-life / Cpux 1oanocin 3 years. / 3 ropa.

Remarks: The Product

confirms to ND/

ITpumeyanue: [IpoaykT cooTBeTcTBYET Tpebosanuam HJ

Conclusion: APPROVED /
3akmwouenne: OJIOBPEHO

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

TMoarororneno: Santosh s IMpoBepeno: Pardeep Kumar | OnobpeHo: Menemxkep / PykoBoaurenb

Kumar Maurya - Manoj Kuma /
ry (fﬁ/ or% . ) Kumar sl

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.02.2024 Hara: 29.02.2024 Mara: 29.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hi

lis, Hyderabad - 500034, Telangana, India

fel: +91 40 4900 2800, Fax: +91 40 4900 2999, Einail, tiail@drreddys.com
CIN: L85195AP15884PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND1A
Tel : +91 98166 56001-02
www.drreddys.com

Product : /

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

IIpoAykT: Ketopon® (xeToposak) pacTBOp A/l BHYTPUBEHHOrO W BHYTPHMBILLIEUHOro BBefeH s, 30 Mr/mi
BatchNo / : V240060 Batch Quantity / : 272727 ampules /
Cepsan Ne O6neM cepun 272727 amnyn
Analytical Report No / : 890001721323 Date of Analysis / : 29.02.2024
AHasIuTHYecKHH oTyeT Ne Jara anaynza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027

JaTa npon3BoacTBa Tomen mo

Analysis performed according ND / Ananns nposexen no HJI: JI[1-001365-170222

PageSof 5/Crp.Su3 S

API name / Haumenopauune ADPC:

Ketorolac tromethamine / Ketoponaka TpoMETaMUH

Homep cepun cy6cTanunu npouspogutens ['JID:

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

Howmep cepuu npoussoaurens APC: ARNEIDHSAE

FP Manufacturer API Batch number / FEQA00497

API Manufactured by & country /
Ipoussoautens APC, cTpaHa:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pennu'c Jla6opatopuc Jita., Maaus

Remarks: The Product confirms to ND/
IMpumeuanue: Ilpoaykr cootBercTByeT Tpebosanusm HJI

Conclusion:

APPROVED /

Zaxmouenne: OJIOGPEHO

Hara:; 29.02.2024

Jara: 29.02.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Ilomrorosneno: Santo [Tposepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBoauTens
Kumar Maurya - = o«f%; Manoj Kumar -
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 191 40 4900 2900, Fax: +91 10 1900 29929, Email: mail@drreddys cam
CIN: L85195AP1984PLCO04507
www.drreddys.com




