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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS .\ crrediys.com

CEPTUOUKAT AHAJIN3A

Product : /

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

IIpogykT: Keropon® (keToponak) pacTeop /sl BHyTPHBEHHOTO ¥ BHYTPHMBILIEUHOTO BBEACHH, 30 Mr/Mi1
Batch No / : V230703 Batch Quantity / : 272727 ampules /
Cepus Ne O61em cepHH 272727 amnyn
Analytical Report No / : 890001690286 Date of Analysis / : 30.09.2023
AHajauTHYecKHI oT4eT No JlaTa anaamn3a
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
Jlara npousBoacTsa T'omen g0

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

Pagel of 5/Crp.1u35

1;.2 Test / IlokazaTens Results / PesynbsTaTsl Specification / Hopma

1 Description / Onucanue Clear pale vyellow solution. / | Clear colorless to pale yellow solution.
ITpo3pauHsIii ceemno-xenteiii | / Ilpo3pauselii 6eCUBETHBIR MU
pacTBop. CBETJIO-)KEJNIThII pacTBOP.

2 Identification / The retention times of the main | The retention times of the main peaks

IMognuuHOCTL 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
yOepXHBAHKS OCHOBHBIX MHUKOB HA | YASPXKHBaHUs OCHOBHBIX IIMKOB Ha
XpoMaTorpamMme HCIBITYEMOr0 | XpoMarorpamme HCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHaM | pacTBopa JOJDKHBI COOTBETCTBOBATD
VIEP)KUBAHUS OCHOBHBIX NMHUKOB Ha | BpeMEHaM YAEPXKHUBaHHMA OCHOBHBIX
XpOoMaTorpamMmme CTAaHIApTHOTO | IHKOB Ha Xpomarorpamme
pacTBOpa KETOpOJIaKa TPOMeTaMHHA | CTaHAApTHOTO PacTBOpa KETOPONaKa
U HampoKceHa (pasmen | TpoMeTaMHHa M HalpoKceHa (paszeln
«KonuuecTBeHHOE OMpEICICHHEY) «KonuuecTBeHHOE OTIpEIEIEHUE)

3 Clarity / Ilpo3pa4yHocTh Complies / COOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHnysa
npernaparta He JOJDKHA [PEeBHIIIATh
onasieCHESHIMIO STAJIOHa CpaBHEHUA 1.

4 Color / IIseTHOCTD 0.03 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu njiMHe BOTHbI
430 HmM.

5 pH 7.40 From 6.9 t0 7.9. /Ot 6,9 o 7.9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IMpumeuanue: [IponykT cooTBeTcTBYET TpeboBanuaM HJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosneno: Ramakant ITposepeHo: Pardeep Kumar | Onobpeno: Menemxkep / Pykosoaurens

% W _ Manoj Kumar _h"’, s !
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.12.2023 Hara: 22.12.2023 Jara: 22.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.ccm
CIN: L85195AF1934PLCC0507
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CEPTUO®UKAT AHAJIN3A

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

IIpoaykr: Ketopon® (keToponak) pacTBOp [uisi BHYTPUBEHHOTO M BHYTPMMEBILIEYHOrO BBeAeHHS, 30 Mr/ma
Batch No / : V230703 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001690286 Date of Analysis / : 30.09.2023
AHaJMTHYECKHH oTyeT No JlaTa aHaIH3Aa

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JaTa npousBoacTea I'open no

Analysis performed according ND / Ananu3 nposeaer mo HJL: JI[1-001365-170222

Page2 of 5/ Crp.2 w35

6 Particulate matter / MexaHH4YecKHe BKIIOUEHHS

6A Visible particles /
- BupuMeie 4acTHLpI

Complies / COOTBETCTBYET

Should correspond to requirements. /
B cooTBeTCTBUH C TPeOOBAHUAMH.

6B Invisible particles /
HeBumuMbie 4acTHIIBL:

Irpurity B / [Tpumecs B

Below LOD (LOD =0.014 %) /
Huxe npenena obHapyxenus (I10 =
0.014 %)

Impurity C / lIpumecs C

Below LOQ (LOQ = 0.033%) /
Hrmke npesiena KOJMYECTBEHHOTO
ompeaenenust (ITIKO = 0.033 %)

Impurity D / Hpumecs D

Below LOD (LOD = 0.014 %) /
Huxe npenena obHapyxenus (I10
=0.014 %)

Any unspecified impurity /

poBaHHas1 IPUMECH

EnuHuyHas HemaeHTHUIY-

Below LOQ (LOQ = 0.050%) /
Hiwnke npenesa KOJMYECTBEHHOTO
onpenenenus (ITKO = 0.050 %)

i. Particles> 10 um/ 06 not more than 6000 per ampoule /
Yacruu pasMepom > He 6onee 6000 Ha aMIyiy;
10 MxMm

ii. particles > 25 ym/ 00 not more than 600 per ampoule /
4acTHUL pa3MeEPOM > He 6onee 600 Ha amnyiy.
25 MKkM

7 Related substances / PoacTBennbie npuMecH
Impurity A / I[Ipumecs A 0.15% not more than 0.20 % / He 6Gonee

0,20 %,;

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

not more than 0.50 % / He Oojee
0,50 %;

not more than 0.20 % / He OGonee
0,20 %.

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

Remarks: The Product confirms to ND/
ITpumeuanue: ITpoaykt coorseTcTByeT TpeboBanusam H/JI

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

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

IMoaroroeneHo: Ramakant IMpoeepeno: Pardeep Kumar | Omobpeno: Menemxkep / Pykosoauress
" C\f/‘/ Manoj Kumar X’Djﬁi‘

Reprint Date / ' Reprint Date / Reprint Date /

Jlara: 22.12.2023 Hara: 22.12.2023 Hara: 22.12.2023

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: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P.. 173 205, INDIA
Tal: +91 93166 56001-02

www.drreddys.com

CEPTUD®UKAT AHAJIU3A

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

IIponyxkr: KeTopon® (keToponak) pacTBOp jisi BHYTPHBEHHOTO M BHYTPHMBbILIEYHOr0 BBeACHHUS, 30 Mr/mi
Batch No / : V230703 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepuu 272727 amiyn
Analytical Report No / : 890001690286 Date of Analysis / : 30.09.2023
AHagnTHdecKkdii oTyer Ne Jara anananza

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
Jdara npoH3BoACTBa T'ogen go
Analysis performed according ND / Ananus nposeaen mo HJI: JI[1-001365-170222
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Total impurities / Cymma 0.15% Not more than 1.50 % / He Gonee
npumeceii 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3BaexaeMblii 00LeM He mMenee HomuHansHOro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepHajibHble <=0.725 E3/Mr tromethamine. / He 6oxnee 5,8 E3/Mr
3HAOTOKCHHBI KeTopoJiaka TpOMeTaMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / Jlomxen ObiTh

CTepuABHOCTD (I8 KAXKAOH CTEPHUIIBHBIM.
15-o0ii cepun)
11 Assay / KonuyecTBeHHOe 29.86 mg/ 29.86 mr From 270mg to 33.0mg of
omnpeaenenue CisHi3NO;- C4H11NOs (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mr
pile] 33,0 Mr C[5H13NO3'C4H11NO3
(keTopornaka TpOMETaMHUH) B 1 MIL.

12 Alcohol content / ITaHosa 11.44 % From 10.60 % to 12.60 %. /
Ot 10,60 % o 12,60 %.

Remarks: The Product confirms to ND/
IMpumeuanue: Ilpoaykr coorBercTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by /
IToaroromieno: Ramakant

St

Checked by /
ITpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosoaureis

Manoj Kumar '
bjl #.‘_1.

Reprint Date /
Hara: 22.12.2023

Reprint Date /
Hara: 22.12.2023

Reprint Date /
Jata: 22.12.2023

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www. drreddys.

com
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Dr. Reddy's Laboratories Ltd
Formulation Jnit-6

Vill. khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei 0 +91 93166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUO®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Kertopon® (keToposnak) pacTBOp isi BHYTPHUBEHHOIO M BHYTPUMBILIEYHOTO BBEACHHS, 30 Mr/ma
Batch No / : V230703 Batch Quantity / : 272727 ampules /
Cepus Ne O0beM cepuu 272727 amnyn
Analytical Report No / : 890001690286 Date of Analysis / : 30.09.2023
AnannTudeckuii oruyer Ne JlaTa ananu3a
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JaTta npousBoacTBa I'ogen no
Analysis performed according ND / Anasus npoenen no HJI: JIIT-001365-170222
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13 Packaging / YoakoBka

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 aMmmoynsl u3
CBETO3aILUTHOTO cTeK1a
kopuuneoro kmacca I (USP). B
BEpXHEHM YacTH amIlylbl HaHECEHEI
KONBIIO U TOYKa Jnsi pazitoma. Ha
aMITy1y HaKJIEUBAIOT 3TUKETKY.

IIo 10 ammyn ¢ MHCTpYKLHMEH IO
MPUMEHEHUIO MOMELIAI0T
B [IBX/amoMuHreBbIit 6iucTep.

ITo 1 6nuctepy B NauKy 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. /

Illo 1 wMn B aMOyiasl U3
CBETO3AIIUTHOTO CTEKIIA KOPUYHEBOTO
MMM TEMHO-KOPHYHEBOTO  IIBETa
knacca I (USP). B BepxHeil vactu
aMmyJibl HaHeCEHb! KOJbLO H TO4YKa
Ui pasioma. Ha aMnyny HakJIeMBaioT
ITHKETKY.

ITo 10 amnyn ¢ HHCTpYKLMEH II0
MPUMEHEHHIO MOMEIIAIOT
B [IBX/amoMHHUEBBIH O1HCTED.

[To 1 6nucTepy B Ma4yKy XKapTOHHYIO;
U1 cTauyoHapo: mo 2, 3, 5
ONUCTEPOB B AUKY KAPTOHHYIO.

ITo 1 6ucTepy B aYKy KapTOHHYIO.

14 Labelling / MapkupoBKa

According to ND / B cootercteuu ¢ HJ.

15 Storage conditions /
XpaHneHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuuiensom
OT CBETa MECTe TIpH TeMrepaType He Boilie 25 °C. He 3amopaxuBarth.

16 Shelf-life / Cpok roasocTu

3 years. / 3 roga.

Remarks: The Product confirms to ND/
[Mpumeuanue: [Iponykt cooTBeTcTBYET TpeboBaHusM HJJ

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[Toarorosneno: Ramakant

g "/

Checked by /
IIpoeepeno: Pardeep Kumar

et

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoautens
Manoj Kumar

Wmdueect

Reprint Date /
Hara: 22.12.2023

Reprint Date /
Jlarta: 22.12.2023

Reprint Date /
Jara: 22.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2922, Email: mail@drreddys.com

CIN: L§5195AP1984PLCO04507
www.drreddys.com
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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 93166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : /

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

IlIpogykr: Ketopon® (keToponiak) pacTBOp Uil BHYTPHBEHHOIO M BHYTPUMBILIEYHOTO BBECHUS, 30 Mr/mu
Batch No / : V230703 Batch Quantity / + 272727 ampules /
Cepus Ne O61peM cepuu 272727 amnyn
Analytical Report No / : 890001690286 Date of Analysis / : 30.09.2023
AHanuTHYecKHii oTueTr Ne JlaTa ananusa
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTa mnpon3BOACTBA I'open 1o

Analysis performed according ND / Anaan3 nposeaen mo HJI: JII1-001365-170222

Page Sof 5/Crp.5u3 5

API name / Haumenosanue ADC:

Ketorolac tromethamine / Ketoponaka TpoOMETaMuH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun nponseoauteis ADC:

ABPHO010196

FP Manufacturer API Batch number /
Homep cepnu cy6cTanunu nponspoautens IJIP:

FEQA00134

API Manufactured by & country /
ITpoussoautens AP®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
II-p Pennw'c Jlabopatopuc Jita., Manus

Remarks: The Product confirms to ND/
ITpumeuanue: IIpoaykT cooTBeTcTBYET Tpebosanusam HJI

Conclusion: APPROVED /
3axiarouenne: OJOBPEHO

Prepared by / Checked by /
IMoarorosneno: Ramakant %

Ilpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoautess

Manoj Kumar ﬂh;}?{ﬁ{fi(d

Reprint Date /
Hara: 22.12.2023

Reprint Date /
Hara: 22.12.2023

Reprint Date /
Jara: 22.12.2023

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: mail@drreddys.com
CIN: L85195AP1984PLCO0AS07
www.drreddys.com



