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

Viil Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-62

AHaJuTHYecKHuH oTuer Ne

JlaTa anaausa

CERTIFICATE OF ANALYSIS www.direddys.com
CEPTU®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Oponykr: Keropon® (keroponak) pacTBop s BHYTPHBEHHOTO M BHYTPHMBILIEYHOTO BBeAeHHs, 30 Mr/mn
Batch No / 1 V240418 Batch Quantity / : 272727 ampules /
Cepls Ne 061nem cepun 272727 amnyn
Analytical Report No / : 890001745430 Date of Analysis / : 27.06.2024

Date of Manufacture /
JlaTta mpon3BoacTBa

: 06/2024

Tonen go

Date of Expiry /

: 0572027

Analysis performed according ND / Auann3 nposeaen no HJI: JIT1-001365-170222

Page1of S/Crp. 1u3 5

[1po3pauHblit GecrBETHEBIIT pacTBOP.

1;: Test / Iloka3zaTean Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clearcolorless to pale yellow solution.

/ Ilpo3pauynbiii OeCLBETHBINH WU
CBETJIO-XKEJITHII PacTBop.

2 Identification /
IMopnuHHOCTH

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
yIOEepPKUBaHUA OCHOBHBIX MHKOB Ha
XpoMaTorpamme UCIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
yIepXKHBaHUs OCHOBHBIX IHKOB Ha
XpoMarorpamme CTaHIapTHOTO
pacTBopa KeTopoyiaka TPOMETaMHHa
u HanpoKceHa (pazpmen
«KonnuecTBEHHOE OMpeeNIeHUE))

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
YAEPXKHUBAHHUS OCHOBHBIX ITHKOB Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBopa IOJKHBI COOTBETCTBOBATH
BpEMEHAM Y/EPXKHBAHUSA OCHOBHBIX
[TUKOB Ha XpoMarorpaMme
CTaHAAPTHOr0 PACcTBOpPa KETOpONaKa
TpOMeTaMHUHa M HampoKceHa (paszen
«KonmyecTBeHHOE ONpeeaeHHE)

3 Clarity / Ilpo3pauHocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHnus
Apenapara He JOJDKHA MpeBLIIIATh
OTAJIECIIEHIIUIO 3TAJIOHA CpaBHEHHUA 1.

4 Color / lIBeTHOCTD 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu ayvHe BOJIHBI
430 am.

5 pH 7.34 From 6.9t07.9./016,9 10 7,9.

6 Particulate matter / MexaHnuecKHe BKIIOYEHUS

Remarks : The Product confirms to ND/
IMpumeuanne: [TponykT coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akiarouenune: OJOBPEHO

Prepared by /
TloarororseHo: Pardeep

Kumar I

Checked by /
IIposepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyxosoaurens
Manoj Kumar i

Reprint Date /
Jara: 27.06.2024

Reprint Date /
Hara: 27.06.2024

Reprint Date /
Jara: 27.06.2024

Registered Cffice: 8-2-337, Road iNo. 3, Banjara Hills, Hyderabad - 506024, Telangana, India
Tel: +91 40 4500 2500, Fax: +S1 40 4300 2899, Email: mail@drreddys.com

CIN: LS5195AP1884PLC004507
wwwdrreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Lacoratories Lid
Formulaticn Unit-6

Viil. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tzl +91 98166 56C01-02
www.drreddvs.com

CEPTUO®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
TporykT: Ketopon® (keTopornak) pacTBop AJisi BHYTPHBEHHOTO 1 BHYTPUMBIIUEYHOTO BBEEHHUS, 30 Mr/mn
Batch No / : V240418 Batch Quantity / : 272727 ampules /
Cephs Ne O6nem cepHH 272727 amnyn
Analytical Report No / : 890001745430 Date of Analysis / : 27.06.2024
AxaJMTHYECKHI oTyeT N2 Jata anaausa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
Jata npousBoacTBa T'onen oo

Analysis performed according ND / Auanns nposeaen no H/I: JII1-001365-170222

Page2 of 5/Crp. 235

No

Test / Iloka3zaTennb
Ne

Results / PesyabTaTsl

Specification / Hopma

6A Visible particles /
BuanMele yacTHUBI

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cooTBeTCTBHU C TPEeOOBAHUSIMHU.

6B Invisible particles /
HeBuauMble 4acTHIIbI:

i. Particles> 10 um/ 20 not more than 6000 per ampoule /
YacTull pasmMepoM > He 6onee 6000 Ha ammyny;
10 MxM
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YaCTUL| pa3sMepoM > He 6onee 600 Ha aMIyIy.
25 MKM
7 Related substances / PoacTBeHHbIe IpUMecH
Impurity A / [Ipumecs A 0.15% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / [Tpumecs B Not detected / He o6HapyxeHa not more than 0.50 % / He Oonee
0,50 %;
Impurity C / Tlpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Oonee
Huxe npenena KOJTUYECTBEHHOTO 0,50 %;
onpenenenus (ITKO = 0.033%)
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Oonee

Hmxe npenena obHapyxenus (ITO
=0.014 %)

0,20 %.

Any unspecified impurity /
Enunuunas HeuaeHTHUIHU-
pOBaHHAas MPUMECH

0.05%

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

Remarks : The Product confirms to ND/
IMpumeuanue: ITpoaykT cooTBeTcTBYeT TpeboBanuim HJ{

Conclusion : APPROVED /
3axkmwuenne: OJIOBPEHO

Prepared by /
IMoarorosneHo: Pardeep 5

Kumar Q;Lr

o

Checked by /
IIpoBepeno: Pawan Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PYKOBOOUTENb
Manoj Kumar 3

{ L

Reprint Date /
Hata: 27.06.2024

Reprint Date /
Jlarta: 27.06.2024

Reprint Date /
Hara: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 2200, Fax: +91 40 4300 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLCO0AS07
www.drreddys.com
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Dr. Reddy's Laboratories Lid.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToponak) pacTBop i BHYTPUBEHHOTO ¥ BHYTPHMbILIEYHOTO BBeIeHHA, 30 mr/mu
Batch No / 1 V240418 Batch Quantity / : 272727 ampules /
Cepnsa Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001745430 Date of Analysis / 1 27.06.2024
AHaauTHYeCKHH oTyeT Ne JdaTta ananuza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npouzBoacTBa TI'ogen no
Analysis performed according ND / Ananus nposeaen no HJI: JII1-001365-170222

Page3 of 5/Crp.3u3 5

1;.? Test / [IokazaTennb Results / Pe3yabTaThl Specification / Hopma
Total impurities / Cymma 0.20 % Not more than 1.50 % / He Gonee
npuMeceit 1,50 %.

8 Extractable volume / 1.0 ml /1.0 ma Not less than label claim (1.0 mL) /
Hspnekaemblit 00bem He menee nomunaneHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHbIie <=0.725 EB/mMr tromethamine. / He 6oxee 5,8 E3/Mr
3HAOTOKCHHBI KeTOpoJlaka TpOMETaMHUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JomxeH OBITB
CrepuabHOCTE (O18 KaXKAOM CTEPHIBLHBIM.
15-o0ii cepun)

1;.? Test / loka3zaTenn Results / PesynabTaThbl Specification / Hopma

11 Assay / KosinuecTBeHHoe 30.01 mg/30.01 mMr From 270mg to 33.0mg of

ompeneeHue C1sH13NO3: C4H1NOs (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mr
pils] 33,0 Mr C15H13NO3'C4H11NO3
(keTopoiiaka TPOMETaMHH) B 1 ML

12 Alcohol content / ITaHon 11.69 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykT cooTBeTcTBYyeT TpebopanusaM H][

Conclusion : APPROVED /
Jaxkiouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/I'xecutive /
[MoarororneHo: Pardeep [Iposepeno: Pawan Kumar Onobpeno: Menemxep / PykoBogurens
Kumar L Manoj Kumar @‘i‘;"f
Reprint Date / Reprint Date / Reprint Date /

Jara: 27.06.2024 Jara: 27.06.2024 Jara: 27.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2500, Fax: +51 40 4960 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P,, 173 205, INDJA
Tel 1 +91 981606 56001-02

CERTIFICATE OF ANALYSIS www.direddys.com
CEPTUO®UKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Iponykr: Keropon® (keToponak) pacTeop [uisi BHYTPHBEHHOTO H BHYTPUMBILIEYHOTO BBeeHUS, 30 Mr/mMi
Batch No / : V240418 Batch Quantity / : 272727 ampules /
Cepus Ne O0Bem cepun 272727 amnyn
Analytical Report No / : 890001745430 Date of Analysis / : 27.06.2024
AHANHTHYECKHH oT4yeT Ne JlaTa aHaH3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JaTta npoussoacTea T'ogen oo
Analysis performed according ND / Ananuz nposenen mo HJI: JIIT1-001365-170222
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No

Test / IlokazaTenanb
Ne

Results / PesyabTaTsl

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. /

I[lo 1 wMn B amoyiasl H3
CBETO3AILUTHOT'O cTeKIa
kopuuHeBoro kinacca I (USP). B
BEpXHEH YacTH aMITyJlbl HaHEeCEHBI
KOJIBII0O W TOYka /g pasnoma. Ha
aMITyJly HaKJIeWBAIOT 3TUKETKY.

ITo 10 ammyn c WHCTpYKLHMEH IO
NPUMEHEHUIO MIOMEIIAI0T
B IIBX/amoMuHUEBBII! ONHCTED.

ITo 1 6ucTepy 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. /

Ilo 1 wMa B amoynbl U3
CBETO3ALIMTHOrO CTEKIIa KOPIMTYHEBOTO
WIH  TEMHO-KOPHYHEBOTO  I[BETa
kracca I (USP). B BepxHell uacTtu
aMImyJibl HaHECEHBl KONBLO M TOYKa
1Uis pasnoma. Ha aMITyly HaKJIEeUBaroT

ITHKETKY.
Ilo 10 ammyn c uHCTpyKLuMe# Mo
NPUMEHEHUIO TIOMEIIAIOT

B [IBX/anoMuHueBbIiH OucTeD.

Mo 1 6nucTepy B MauKy KapTOHHYIO;
UL cTalluoHapoB: mno 2, 3, 5
OIMCTEPOB B AYKy KAPTOHHYIO.

14 Labelling / Mapkupogeka

According to ND / B cootseTcTBuu ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3aimumiesHom
OT CBETa MecTe IpH Temrnepatype He Boille 25 °C. He 3aMopaxuBars.

16 Shelf-life / Cpok roanocTu

3 years. / 3 rona.

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykT cooTBeTcTBYeT TpeboBanusm HJ

Conclusion : APPROVED /
3axmwyenne: OJOBPEHO

Drepared by / Checked by / Approved by: Managcer/Exccutive /
[Toarorosneno: Pardeep [Iposepeno: Pawan Kumar OnobpeHo: MeHemkep / PykoBoaANTEIb
Kumar Manoj Kumar n’ ! i]
Reprint Date / Reprint Date 7 Reprint Date /

Jara: 27.06.2024 Hara: 27.06.2024 Hara: 27.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506034, Telangana, [ndia
Tel: +91 40 4800 2900, Fax: +51 40 4960 2599, Emiail: mail@drrzddys.cam

CIN: LO5125AP1854PLEB04E07
wywew.drreddys.com
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Dr. Reddy's Laboratories itd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOPUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IponykKT: Ketopon® (keToposnak) pacTBOp [yisl BHYTPUBEHHOTO H BHYTPUMBILIEYHOrO BBEAEHHM, 30 Mr/mn
Batch No / : V240418 Batch Quantity / : 272727 ampules /
Cepha Ne O6bem cepuH 272727 amnyn
Analytical Report No / : 890001745430 Date of Analysis / : 27.06.2024
AHANMTHIECKHI 0T9eT No JlaTa anaau3za
Date of Manufacture / : 06/2024 Date of Expiry / + 05/2027
JlaTa npon3BoacTBa T'onen no
Analysis performed according ND / Anann3 nposenen no HJI: JI1-001365-170222

Page 5 of 5/ Crp. 5u3 5

API name / HaumenoBanune ADC:

Ketorolac tromethamine / KeTopojaka TpoMeTaMuH

ITomep cepun cy6eTanuun npoussoautens I'JID:

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

Homep cepun npousBoguTtens ADC: abr e

FP Manufacturer API Batch number / FEQA00570

API Manufactured by & country /
Ipomssogurtens AD®C, cTpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c Jlaboparopuc JIta., Ueausa

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykTt cooTBeTCTBYET TpeboBanusaM HJJ

Conclusion : APPROVED /
3axkmouenune: OJIOGPEHO

Prepared by /
IMoarotosneno: Pardeep
Kumar

Checked by /
IIpoBepeno: Pawan Kumar

.

Approved by: Manager/Executive /
Omo6peno: Menemkep / PykoBoauTens

Manoj Kumar c ; ‘ | _

Reprint Date /
Hata: 27.06.2024

Reprint Date /
Hara: 27.06.2024

Reprint Date /
Jlara: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4960 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCODAS07
www.drreddys.com




