Dr.Reddy’s ":‘

Dr. Reddy’'s Laboratories {.td.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon® (keToponak) pactBop [Jisi BHyTPMBEHHOTO M BHYTPHUMBIWEYHOTO BBEAeHHs, 30 mr/mn
Batch No / : V240556 Batch Quantity / : 272727 ampules /
Cepusn Ne O6Bem cepun 2727277 amnyn
Analytical Report No / : 890001756584 Date of Analysis / + 23.08.2024
Aunasmurnueckuii oryet Ne JlaTa aHamm3a
Date of Manufacture / : 07/2024 Date of Expiry / 1 06/2027
Hata npounssoacrsa Topen go
Analysis performed according ND / Ananns nposeaen mo HJL: JIT1-001365-170222

Page 1 of 6/ Crp. 1 m3 6

IIpo3pauHslit GecUBETHBIH pacTBOP.

JJI:.‘? Test / IlokasaTenb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanune Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3paunblii OeclLBETHBIH WK
CBETJIO-XKEINThIH pacTBOp.

2 Identification /
MoaanHHOCTDL

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
YIOCpP)KHBaHHS OCHOBHBIX MHUKOB Ha
XpoMarorpaMme HCIILITYEMOro
pacTBOpa COOTBETCTBYIOT BpeMEHaM
yAepXKUBaHHSA OCHOBHBIX ITHMKOB Ha
XpOMaTorpaMme CTaHapTHOTO
pacTBopa KeTopoJsiaka TpoMeTaMUHA
u HarpoKceHa (paznen
«KonMiecTBEHHOE onpeelICHHEY)

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
yIOEPKUBAHUSA OCHOBHBIX IHUKOB Ha
XpoMarorpamme UCTILITYEMOIO
pacTBopa [IOJKHBI COOTBETCTBOBATb
BpeMeHaM YAEpPXKHBAHUS OCHOBHBIX
TTKOB Ha XpoMaTorpaMme
CTAaHOAPTHOTO PAacTBOpa KETOpOJaKa
TpOMeTaMHHa M HanpokceHa (pa3gel
«Konu4ecTBeHHOE ONpeNeTIeHUE)

3 Clarity / IIpospa4nocTb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHnus
npenapara He JOJKHA NpeBbIIIaTh
omnaJecleHHUIO STaloHa CpaBHEHUs L.

4 Color / IIBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npyu miKHe BOJIHL!
430 um.

5 pH 7.31 From6.9t07.9./016,9 10 7,9.

Remarks : The Product confirms to ND/
[Tpumeuanue: [MpoaykT cootBeTcTBYET TpeOoBaHuaM HJI

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by /
IToarorosneno: Pardeep

Checked by /
[Ipoeepeno: Pawan Kumar

OnobpeHo:

i

Manoj Kumar

Approved by: Manager/Executive /

Menemxep / PykoroauTens

-lm;?fi“--- _

Kumar f
Reprint Date /

Reprint Date /

Jara: 23.08.2024

Jara: 23.08.2024

Reprint Date /
Jlara: 23.08.2024

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

CIN: L85195AP1584PLC004507
www.direddys.com




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

CERTIFICATE OF ANALYSIS wwiw.drreddys.com
CEPTUDPUKAT AHAJIM3A '

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Keropon® (keroponak) pacTBop uist BHYTPMBEHHOTO W BHYTPMMBIIIEUHOTO BBEIeHUs, 30 mr/mit
Batch No / : V240556 Batch Quantity / : 272727 ampules /
Cepus Ne O0BeM cepan 272727 amnyn
Analytical Report No / : 890001756584 Date of Analysis / : 23.08.2024
AxanuTHYeCKHH oTueT No JaTa anaian3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npoH3BOACTBA T'open go
Analysis performed according ND / Ananu3s nposeaen mo H/I: JII1-001365-170222

Page2of 6/Crp.2u3 6

Bupaumele yacTHILIBI

JJI;I: Test / Iloka3aTenb Results / PesyabTaThl Specification / Hopma
6 Particulate matter / MexaHu4eckue BKJIIOUeHHUs
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /

B COOTRETCTBHY ¢ TpeHOBAHUSIMH,

6B Invisible particles /
HeBuauMble yacTHLIbL:

i. Particles> 10 pm/ 15 not more than 6000 per ampoule /
YacTu1il pa3MepoM > He 6onee 6000 Ha ammyny;
10 Mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
HaCTHUL| PA3MEPOM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTeennbie npumecu
Impurity A / Ilpumecs A 0.15% not more than 0.20% / He Oonee
0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Oonee

Huxe mpenena obHapyxenus (110 0,50 %;

onpenenenus (ITKO = 0.033 %)

=0.014 %)
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033 %) / not more than 0.50 % / He Oonee
Huxe npenena KOJIUYECTBEHHOTO 0,50 %;

Remarks : The Product confirms to ND/
ITpumeuanue: IlpoaykT coorsercTBYeT TpebopanusaM HJ{

Conclusion : APPROVED /
Zakaouenne: OJOBPEHO

Prepared by /
Ioarorosneno: Pardeep

Kumar (){H )

Checked by /
IIporepeno: Pawan Kumar

)

Approved by: Manager/Executive /
Opobpeno: Menemxep / Pykosoautenb

Manoj Kumar ] M
_1}117 g

Reprint Date /
Jara: 23.08.2024

Reprint Date /
Hata: 23.08.2024

Reprint Date /
Jata: 23.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Lid.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOPUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Ketopon®™ (keToposnak) pacTBOp [/ BHYTPMBEHHOrO U BHYTPHUMbILIEYHOrO BBeAeHMS, 30 Mr/mn
Batch No / : V240556 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepHH 272727 amnyn
Analytical Report No / : 890001756584 Date of Analysis / : 23.08.2024
AHaJIHTHYECKHH oTueT No JlaTa aHAJIH3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JaTa npon3BoACTBA TI'ogen xo
Analysis performed according ND / Ananns nposegen no HJI: JI[1-001365-170222
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J‘l]:.‘? Test / [lokazaTenb Results / PesyabTaThl Specification / Hopma
Impurity D / I[TpuMecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gonee
Hixe npenena o6Hapyxkenus (I10 0,20 %.
=0.014 %)
Any unspecified impurity / Below LOQ (LOQ = 0.050 %) / Not more than 0.20 % / He Gonee
EnunuyHas HeuieHTUQULIK- Huxe npeznena KoIU4ECTBEHHOTO 0,20 %.
pOBaHHas MpUMECH onpenenenns (ITKO = 0.050 %)
Total impurities / Cymma 0.15% 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) /
H3zBnekaeMblii 06bem He menee HomuHansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHbie <=0.725 ED/mr tromethamine. / He Gojee 5,8 E3/mr
9HAOTOKCHHBI KeTopoJiaka TPOMEeTaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JomkeH OBITh
CTepuabHOCTD (151 KaXKAOi CTEPHJILHBIM.
15-0ii cepuu)

Remarks : The Product confirms to ND/
[Tpumeuanwue: [IpogykT cooTBeTcTBYET TpeboBanHam HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
[MoarororneHo: Pardeep

Checked by /
ITporepeno: Pawan Kumar

Approved by: Manager/Executive /

OnobpeHo: Menemxep / PykoBogurens

Manoj Kumar .
\h (L

Kumar ch.,/
Reprint Date /

Jlara: 23.08.2024

Reprint Date / '

[ara: 23.08.2024

Reprint Date /
Hara; 23.08.2024

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: L85195AP1584PLCO04ENT

www.drreddys.com
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Dr. Reddy’s Laboratories [td.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDPHUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon™ (keToponak) pacTBop A/ BHYTPHBEHHOTO U BHYTPUMbILIEYHOIO BBeACHHS, 30 Mr/mn
Batch No / : V240556 Batch Quantity / : 272727 ampules /
Cepusn Ne O0bem cepHH 272727 amnyn
Analytical Report No / : 890001756584 Date of Analysis / : 23.08.2024
AHaJIMTHYECKHH oTyeT Ne Jarta asanusa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
Jara npon3BoacTBa T'oren go
Analysis performed according ND / Auanus nposenen mo HJL: JI[1-001365-170222
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i.? Test / [Toka3zaTennb Results / PesyabTaTtsl Specification / Hopma
11 Assay / KonuyecTBeHHOe 29.69 mg /29.69 Mr From 270mg to 33.0mg of
onpeesieHHe CisH13NO3 CsH11NOs (ketorolac

tromethamine) per 1 mL./ Ot 27,0 mr
o 33,0 Mr C15H13NO3'C4H11NO3
(keToponaka TPOMETaMHMH) B 1 Ml

12 Alcohol content / ITanon

12.28 %

From 10.60 % to 12.60 %. /
Ot 10,60 % 10 12,60 %.

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykr coorseTcTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
Ioarororneno: Pardeep

Kumar Bj .

Checked by /
IIpoeepeHo: Pawag} Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoroputens
Manoj Kumar ' '

Reprint Date /
Jara: 23.08.2024

Reprint Date /
Jata: 23.08.2024

Reprint Date /
Jara: 23.08.2024

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +591 40 4900 2999, Email: maii@diredays.com

CIN: L85195AP1584PLCO04SDT
www.direddys.com




Dr.Reddy’s Q':'

Dr. Reddy’'s Laboratories [td.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS e e
CEPTU®UKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayxr: Ketopon® (keToposak) pacTBop AJisl BHYTPUBEHHOIO H BHYTPUMBILIEUHOrO BBeAeHHS, 30 Mr/mn
Batch No/ : V240556 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepHu 272727 amnyn
Analytical Report No / : 890001756584 Date of Analysis / : 23.08.2024
AnaJIHTHYeCKHii oT4eT Ne JaTa aHau3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JaTta npousBogcTBa I'omen go
Analysis performed according ND / Anann3 nposenen mo HJI: JITT-001365-170222

PageS5of 6/ Cip. Suz 6

No

Test / Iloxa3zaTennb
No

Results / Pe3yabTaThl

Specification / Hopma

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 wMn B aMmnoyiasl U3
CBETO3aLIUTHOIO CTeKna
kopuunesoro kiacca I (USP). B
BEpXHEH YacTH aMmyJbl HaHECEHBI
KONIBIIO W TOYKa A pasnoMa. Ha
aMIynTy HaKJICHBalOT 3TUKETKY.

ITo 10 amMmyn ¢ HHCTpYKUMEH IO
NPUMEHEHHIO MOMEILAI0T
B [IBX/anoMuHHUEBBIH OnucTep.

[To 1 6ucTepy B Na4Ky 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. /

Ilo 1 w™Mn B aMIoyasl U3
CBETO3AIUTHOTO CTEKJIa KODUYHEBOTO
WO TeMHO-KOPHYHEBOrO  LBeTa
knacca I (USP). B Bepxuel wactu
aMImyJibl HaHeCEHbI KOJbLUO M TOYKa
11t paznoMa. Ha ammynny HakienBaroT

STUKETKY.
I[Io 10 aMmyn c MHCTpYKLMe# [0
NPUMEHEHHIO MOMEIIAOT

B [IBX/aroMHHHEBBIH OTUCTED.

[To 1 6aucTepy B nadky KapTOHHYIO;
IUiA CcTalMOHapoB: mno 2, 3, 5
OJIUCTEPOB B NaYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsercteuu ¢ H/I.

15 Storage conditions /
XpaneHnue

In a place protected from light below 25 °C. Do not freeze. / B 3amuineHHOM
OT CBeTa MecTe NpH TeMIepaType He Beiie 25 °C. He 3aMopauBars.

Remarks : The Product confirms to ND/
IIpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axmouenne: QJJIOGPEHO

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

[ToarorosneHo: Pardeep Tposepeno: Pawan Kumar Onobpeno: Meuemxep / PykoBoautens

Kumar P Manoj Kumar ~ i
<3LT - /jf;’ L

Reprint Date / Reprint Date / Reprint Date /

Jara: 23.08.2024 Jara: 23.08.2024 Hara: 23.08.2024

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

CIN: L85195AP1984PLCO04507
www.direddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories [td.
Formulaticn 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 AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon" (keToposiak) pacTBop [Jisi BHYTPHBEHHOTO W BHYTPHMBbILIEUHOTO BBeAeHH, 30 Mr/mMn
Batch No / : V240556 Batch Quantity / : 272727 ampules /
Cepus Ne O0BeM cepHH 272727 amnyn
Analytical Report No / : 890001756584 Date of Analysis / : 23.08.2024
AnanuTudeckHii oryer Ne JlaTa aHaJH3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npoH3BoacTBa TI'ogen o

Analysis performed according ND / Auasin3 nposexed mo HJ/L: JII1-001365-170222

Page 6 of 6/ Crp. 6 u3 6

No

Ne

Test / Iloka3zaTennb

Results / PesyabTaThl

Specification / Hopma

16 Shelf-life / Cpok rognocTn

3 years. / 3 roga.

API name / Haumenosaune ADC:

Ketorolac tromethamine / Ketoponaka TpoMeTamMuH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

Homep cepun npouspoaurens APC:

ABQHO006959

FP Manufacturer API Batch number /
Homep cepum cyocTaHunu npoussoauressi LJID:

FERA00154

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /

Ipouseoantenn A®C, crpana:

I-p Pennu'c Jlabopatopuc JIta., Unaus

Remarks : The Product confirms to ND/

[Tpumeuanue: ITponykt cootseTcTBYeT TpebGoanusaM HJI

Conclusion : APPROVED /
3akmwuenue: OJJOBPEHO

Prepared by /
[Toarororneno: Pardeep

K
umar = L/,-*

Checked by /
IIpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBogutenb

Manoj Kumar M

Reprint Date /
Jlara: 23.08.2024

Reprint Date / '
Harta: 23.08.2024

Reprint Date /
Jara: 23.08.2024

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO045D7

www.drreddys.com




