Dr.Reddy’s ":‘

Dr. Reddy's Laboratories (td.
Formulation Unit-6

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

AnasnTadeckuii oruet Ne

CEPTHO®HKAT AHAJTH3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IipoaykT: Keropon™ (keToposiak) pacTBOP AJ1A BHYTPMBEHHOIO ¥ BHYTPHMBIIIEYHOrO BECACHH, 30 mr/mn
BatchNo / : V240237 Batch Quantity / : 272727 ampules /
Cepua Ne O6beM cepHH 272727 amnyn
Anal}'ticél Report No / : 890001731544 Date of Analysis / : 19.04.2024

JlaTa aHaIH3a

JlaTa DpOH3BOACTBA

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027

T'oaeH no

Analysis performed according ND / Ananus nposeaen mo HJ1: JIT1-001365-170222

Page 1 of 5/C1p. 1 u3 5

1;,:) Test / [loka3zaTensb Results / PeaynbTaTh! Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.

IMpo3pauHblii 6cCUBCTHBIN PACTBOP. /  Tlpospaunslit OecUBETHBIM  HIIH
CBETJIO-KENThI M pacTBOP.

2 Identification /
INoasIuHHOCTDL

The retention times of the main | The retention times of the main peaks
peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay  section) / Bpemena
YIePXUBaHUA OCHOBHBLIX ITMKOB Ha | yJEPXKHUBAHHMA OCHOBHBIX IIHKOB Ha
XpoMarorpamMme HCIIBITYEMOTO | XpOMAaTOrpamme KUCIBITYEMOTO
PacTBOpa COOTBETCTBYIOT BpEMEHaM | pacTBOpa JAODKHbl COOTBETCTBOBATH
yJepXUBaHUs OCHOBHLIX [THKOB Ha | BPEMEHaM YAeP)KMBAHWS OCHOBHBIX

XpOMAaTorpamMme CTAHAAPTHOTO | MHKOB Ha XpoMaTorpamMme
pacTBopa KeToposiaka TpOMETaMMHa | CTaHJAapTHOTO pacTBOpa KETOpOJIaKa
n HaNpoKceHa (pasnen | TpoMeTamHHa K HanpokceHa (pasmen
«KOTMYeCTBEHHOE ONPELENEHUEN) «KOnHYeCcTBEHHOE ONpeaeneHue)

3 Clarity / IlpozpauHocTb Complies / CooTBETCTBYET The opalescence of the sample should

not exceed opalescence of reference
suspension 1. / OnajecueHuus
npenapara He 10JDKHA NPEBBIIATH
OTIATICCLEHIMIO 3TAIOHa CpaBHeHUs L.

4 Color / IlgeTHOCTB 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npw 1KHHE BOJIHBI
430 um.
5 pH 7.36 From 6.9t07.9./0t16,9 no 7,9.
6 Particulate matter / MexaHUYeCKHE BKIWOHEHHA
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue; [IpoaykT cooTeeTcTRyeT Tpebopanuam HJ 3axnrwuenue: OJOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ionrotoeneno: Rama Kant Tposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosonnrens
U-J 4 Kusum Lata :%
Reprint Date / Reprnt Date / Reprint Date /
Hara: 19.04.2024 Jara: 19.04.2024 Jara: 19.04.2024

Registered Office: 8-2-337, Road No. 3, Sanjara Hills, Hyderabad - 500034, Telangana, Indie
Tei; +91 40 4900 2900, Fax: +91 4C 4300 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLC004507
www.drrecdys.com




Dr.Reddy’s Q‘:’.

Dr. Reddy's Laboratories [ td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS R L s i
CEPTH®HKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykT: Ketopon® (keToponak) pacTBOp /i BHYTPHEEHHOIO H BHYTPHMBIILICYHOTO BBEACHHUS, 30 Mr/mn
Batch No/ 1 V240237 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001731544 Date of Analysis / 1 19.04.2024
AnasinTHieckni oTyeT Ne Jdara anann3sa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JaTa npoH3BOACTBA Topen xo

Analysis performed according ND / Anasnns nposegen mo HJL: JI[1-001365-170222

Page2 of 5/Cip. 213 5

No

No Test / [Toxazareab

Results / Pe3yneTaThl

Specification / H(;pma

6A Visible particles /
BHayumple 4acTHIIBI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cOOTBETCTBHU C TPEOOBAHHSIMHE.

6B Invisible particles /
Hepyaumebie YacTHNbL:

i. Particles > 10 pm / 22 not more than 6000 per ampoule /
Yacrul, pasMepoM > He Gonee 6000 Ha amnyny;
10 mMxM

ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YaCTHL pa3MepoM > ne 6onee 600 Ha ammyy.
25 MKM

7 Related substances / PoacTeeHHble npuMecu
Impurity A / IIpumecs A 0.15% not more than 0.20 % / He Oonee

0,20 %;

Impurity B / [Tpumecs B

Below LOD (LOD = 0.014 %) /
Hinke npeznena o6rapysxenus (10
=0.014%)

not more than 0.50 % / He 6Gounee
0,50 %;

Impurity C / ITpumecs C

Below LOQ (LOQ =0.033%) /
Hixe npepgesna KOJMHYECTBEHHOIO
onpenenenus (IIKO = 0.033%)

not more than 0.50 % / He 6oxee
0,50 %;

POBaHHas1 IpHMEChH

Impurity D / IIpumece D Below LOD (LOD =0.014 %) / not more than 0.20% / He Oonee
Huxe npenena obuapyxenns (I1O 0,20 %.
=0.014%)
Any unspecified impurity / Not more than 0.20 % / He 6osee
EnviHuYHas HeUIeHTUQHIH- 0.06% 0,20 %.
. 0

Remarks @ The Product confims to ND/
[Ipumeuanne: [poaykr coorsercryet Tpebopanuam HJT

Conclusion : ATTROVED /
Saxarouenne: OJIOGPEHO

Prepared by /
[Toarorosneno: Rama Kant

ol

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautensb
Kusum Lata

g}g‘/

Reprint Date /
Jarta: 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 2500, Fax: +91 4C 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLC004507
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

Anamurnuecknii oryer Ne

Hara anannsa

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon” (keToposiak) pacTop A BHYTPHBEHHOIO ¥ BHYTPHMBILIEYHOTO BBEACHHS, 30 Mr/ma
Batch No/ 1 V240237 Batch Quantity / : 272727 ampules /
Cepus Ne Obnem cepHH 272727 ammyn
Analytical Report No / : 890001731544 Date of Analysis / : 19.04.2024

Date of Manufacture /
Jara npou3BoAcTBA

: 04/2024

Topen oo

Date of Expiry /

: 0372027

Analysis performed according ND / Anann3 nposenen no HJI: JI1-001365-170222

Page3of 5/Cip. 383 5

I}oo Test / IlokazaTenb Results / Pesyabrarsl Specification / Hopma
| Total impurities / Cymma 0.21 % Not more than 1.50 % / He 6omee

lipAMecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
HssnekaeMblii 00bem He mence somuHanbHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbuble <=0.725 ED/Mr tromethamine. / He 6osee 5,8 ED/mr
3HJOTOKCUHEI KETOpOJiaka TPOMETaMHHA.

10 Sterility (every 15th batch) /
CTrepHiIbHOCTD (OISt KAXAO0H
15-oii cepun)

NA

Must be sterile. / JlomxeH ORITL
C’l‘ep"ﬂbelM.

No

N Test / IlokazaTenb Results / PesynabTaTel . Specification / Hopma
11 Assay / KoinuecrsenHoe 29.96 mg /29.96 mr From 27.0mg to 33.0mg of
onpepesjieHne Ci1sH13NO3- C4H |1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mMr
no 33,0mr Ci;sH;sNO3;CsHniNOs
(keTopoyiaka TPOMETaMHHE) B 1 MIL.
12 Alcohol content / ITanon 11.96 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks : The Product conlirms to WD/
IMpumeuanue: [lpoaykT cooTeeTcTBYeT TpeboBanuaM H/I

Conclusivn : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /

Iloarotosneno: Rama Kant

pd

Checked by /
IlporepeHo: Pardeep Kumar

=

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosogutesb

Kusum Lata

0

Reprint Date /
Hara: 19.04.2024

i

Reprint Date /
Hara: 19.04.2024

Reprint Date /
Jata: 19.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganag, india

Tei: +91 30 4900 2900, Fax: +91 4C 4900 2999,

Email: maii@drraddys.com

CIN: L85135AP1984PLC0O04597

www.Uiieddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

www.drreddys.com

CEPTH®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IponykT: Keropon® (keToponak) pacTeop /it BHyTPUBEHHOTO H BHYTPUMbILIEYHOIO BBEACHH, 30 Mr/mn
Batch No / : V240237 Batch Quantity / : 272727 ampules /
Cepnis Ne Obnem cepun 272727 amnyn.
Analytical Report No / : 890001731544 Date of Analysis / : 19.04.2024
AnajinTHyecKHii oTyer No Jara ananan3za
Date of Manufacture / +04/2024 Date of Expiry / : 03/2027
JlaTa npou3BoacTBA Togen go
Analysis performed according ND / Ananus nposegen mo HJI: JI[1-001365-170222

Paged of 5/Cip. 413 5

No

Test / lloka3zaTenn
Ne

Results / PesysabTathi

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. /

ITo 1 wMn B aMmMOoynel ©3
CBETO3AILHUTHOTO cTeKia
kopuyHeBoro knacca I (USP). B
BEpXHEH YacTH aMITyJibl HaHEeCEHEI
KONBIO M TO4YKa i pasnoma. Ha
aMIIyJly HaKJIeHBAKOT ITUKETKY.

ITo 10 ammyn ¢ MHCTpYKHHMEH Mo
MPHMEHEHHIO OMEIIAIOT
B [IBX/anmomunuesslii 6ucTep.

ITo 1 6nucTepy B DayKy 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 Mn B  aMOymnbl u3
CBETO3AIMTHOTO CTEKJIa KOPUYHEBOTO
WIM  TEMHO-KODHYHEBOTO  LIBETA
ximacca I (USP). B Bepxueil uwactu
amITy/bl HaHECeHBl KONBUO M TOHKa
JUIs pasioMa. Ha aMITyily HalJIeHBaroT
TUKETKY.

ITo 10 ammyn ¢ uHHCTpyknued 10
NPUMEHEHHIO noMelHaT
B [IBX/amoMunmeBsIit OincTep.

Mo 1 6uscrepy B Mayky KapTOHHYEO;
Ui cTamuoHapos: mo 2, 3, 5
GJIUCTEPOB B MAYKY KAPTOHHYIO.

14 Labelling / MapxupoBka

According to ND / B cooteerctBuu ¢ HJI.

15 Storage conditions /
XpaHnenue

In a place protected from light below 25 °C. Do not freeze. / B 3alIuIneHHOM
OT CBETa MecTe Mpu TeMiepatype He Bollie 25 °C. He 3aMopaHBaTh.

16 Shelf-life / Cpox rognocru

3 years. / 3 rona.

Remarks @ The Product confirms to ND/
Ilpumeyanne: ITponykT cooTBeTcTBYET TpeboBaHHAM HJJ

Cundlusivu : APPROVED /
3akarouenne: OJJOBPEHO

Prepared by /
[Monrotosneno: Ramsz Kant

W

Checked by /
IIporepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Ono6peno: Menemiep / PykosoauTens
Kusum Lata g ~

Reprint Date / &
Hara: 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 4300 2998, Email: maii@drraddys.com

CIN: L85195AP1584PLCO04507
www.direddys.cou




Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIM3IA
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IiponyKT: Keropon” (keropoiak) pacTEop [ BHYTPHBEHHOTO W BHYTPUMBILIEIHOTO BBeaeH s, 30 Mr/mn
Batch No / 1 V240237 Batch Quantity / : 272727 ampules /
Cepun Ne Obnem cepiin 272727 amnyn
Analytical Report No / : 890001731544 Date of Analysis / : 19.04.2024
AnanuTHdecKHil oTyer No Hara ananuza
Date of Manufacture / 4 04/2024 Date of Expiry / : 03/2027
Jara npoH3BoACTBA T'onen no
Analysis performed according ND / Ananu3s npogegen mo HJI: JI[1-001365-170222

PapgeSof S/Cip. Suz 5

API name / Haumenosanue APC:

Ketorolac tromethamine / Keroponaka TpoME€TaMUH

Howmep cepun cyberanuun nponspoautens [JID:

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

Homep cepuu npouspoantens APC: A

FP Manufacturer API Batch number / FEQA00569

pounseoantent ADC, crpana:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlabopatopuc Jlta., Hupus

Remarks : The Product confirms to ND/
Ipumeuanue: Ilpoaykr cootBeTcTBYET Tpebopauusm HJT

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by /
INoarorosneHo: Rama Kant

o

Checked by /
IIpoBepeno: Pardeep Kumar

L

Approved by: Manager/Executive /
Onobpeno: Meuemxep / PyxoBoaurens
Kusum Lata

@f/’

Reprint Date / \
Jata: 19.04.2024

Reprint Date /
Jata: 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 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507

www.dneddys.cum




