Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTI3A

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

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscularyectioaddyd g/ ml -
[popyxr: Ketopon" (keToposak) pacTsop Ans BHYTPHBEHHOTO W BHYTPHUMbILIEYHOTO BBEACHHS, 30 mr/mn
Batch No / : V220190 Batch Quantity / : 209090 ampules /
Cepust Ne O0beM cepHH 209090 amnyn
Analytical Report No / : 890001583450 Date of Analysis / : 30.03.2022
AHaguTH4YecKHuil oTueT Ne Jlara anagu3za
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
Jara npon3BoicTsa Tonen xo
Analysis performed according ND / Ananu3s nposenen no HJL: JI1-001365-170222
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[MTpo3pauHblit GecLBETHLIA pacTBOP.

1;.? Test / IlokasaTenn Results / Pe3syabTaTbl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3payHblii OeCLUBETHBLIN WK
CBETJIO-XKENTbIH pacTBOP.

2 Identification /
TlopnMHHOCTH

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
yIEpKHUBaHUST OCHOBHBIX MUKOB Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHAM
yIEpXKUBAHHUA OCHOBHBIX MUKOB Ha
XpOMAaTOTpaMMe CTaHIapTHOTO
pacTBOpa KeTopoJiaka TpoMeTaM1Ha
U HaMpoKCceHa (pasnen
«KOJIM4eCTBEHHOE OMPEENICHUEN)

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
yIEpKHBAHHA OCHOBHBEIX IHKOB Ha
XpoMaTorpaMmme HCTIBITYEMOTO
pacTBOpa [OJDKHBI COOTBETCTBOBATH
BpEMEHaM YACP)KHUBAHUA OCHOBHbBIX
MIHKOB Ha XpoMaTorpaMme
CTaHJapPTHOTO PacTBOpa KETOpONaka
TpoMETaMHHa U HaNpOKceHa (pasien
«Kon4ecTBeHHOE ONPEIEIECHUEN)

3 Clarity / TIpo3pauHocTh

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuust
mpenapara He JODKHA MPEBbIIIATh
OMaJIECUEHIMIO STATOHA CpaBHEHNs L.

4 Color / IIBeTHOCTBH 0.03 Not more than 0.20 at 430 nm. /
He Gonee 0,20 npu JUITHHE BOJIHEI
430 uMm.

5 pH 7.31 From 6.9t07.9./0t16,9 no 7.9.

Remarks : The Product confirms to ND/

[Tpumeuanue: [Ipoaykt cooTseTcTByeT TpebosanusaM HJI

Conclusion : APPROVED /
3axaruenue: OJJOBPEHO

Jara: 30.03.2022

Jara: 30.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToprorosineno: Naresh Iposepeno: Himesh Kumar | Ono6peno: Menemkep / Pykegonites
Kumar @ \ — Pavan Kumar Sharma (/(p;w L
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.03.2022

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: L85195AP1984PLC004507
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CEPTUDOUKAT AHAJIN3A

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul arinieatressdydcorg/ml

Mpoaykr: Keropon® (keroponak) pacTBop A1 BHYTPHBEHHOIO H BHYTPHMbILIEYHOTO BBeIeHNUS, 30 Mr/mi
Batch No / : V220190 Batch Quantity / : 209090 ampules /
Cepus Ne Ob0bem cepun 209090 amnyn
Analytical Report No / : 890001583450 Date of Analysis / : 30.03.2022
Ananurudeckuii oTueT Ne Jara anannza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
Jara uponssojacrsa T'ogen oo

Analysis performed according ND / Ananu3s nposenen mo HJI: JI[1-001365-170222
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6 Particulate matter / MexaHnueckue BKJIOYEHUA

6A Visible particles /
Buaumeblie 4acTULBI

Complies / COOTBETCTBYET

Should correspond to requirements. /
B cOOTBETCTBHU C TPEOOBAHUAMHU.

6B Invisible particles /
HeBuanmble YaCTULBI:

i. Particles > 10 pm/ 147 not more than 6000 per ampoule /
Yacrui, pasmepoM > He Gonee 6000 Ha amIyiy;
10 MKM
il. particles > 25 pm/ 02 not more than 600 per ampoule /
YaCTHUI] pa3MepoM > He 6onee 600 Ha ammyIy.
25 MKM
7 Related substances / PoacTeennble npumecu
Impurity A / Tlpumecs A 0.14 % not more than 0.20 % / He Gonee
0,20 %;
Impurity B / TTpumecs B Not'detected / kiciobyapipenia not more than 0.50 % / He Gonee
0,50 %;
T Below LOQ (LOQ = 0.033 %) / Huxe
Impurity C / Hpumecs C Hpe/Ina KONHYECTREHHOTO ONpEaeCHAS not more than 0.50 % / He Gonee
(TTKO = 0.033 %) 0,50 %;
Impurity D / [Tpumecs D Below LOD (LOD = 0.014 %) / Huxce not more than 0.20% / He 6oxee
npenena oonapyxerus (110 = 0.014 %) 0,20 %.

HsBnexaemblii 06beM

Any unspecified impurity / 0.08 % Not more than 0.20 % / He 6onee
EnunuyHas HeuneHTUQHULII- 0,20 %.
pOBaHHaA IPUMECD
Total impurities / Cymma 0.22 % Not more than 1.50 % / He 6onee
npumecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee nomunanbHoro (1,0 M)

Remarks : The Product confirms to ND/

[pumeyanne: [IpoaykT cooTseTcTBYeT TpeboBanusam HJL

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by / Checked by /

Moarorosneno: Naresh

[Tpoeepeno: Himesh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemkep / Pyt_g?BonuTenb

Mara: 30.03.2022

Hara: 30.03.2022

Kumar _ Pavan Kumar Sharma J A
/,—"
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.03.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTHO®HUKAT AHAJI3A Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscularvisjectioaddys dng/ml

IlpoaykrT: Ketopon® (keToposnak) pacTBOP JUlsl BHYTPUBEHHOIO M BHYTPHMBILIEYHOrO BBEICHNA, 30 Mr/ma
Batch No / : V220190 Batch Quantity / : 209090 ampules /
Cepus Ne O6bem cepiin 209090 amnyn
Analytical Report No / : 890001583450 Date of Analysis / : 30.03.2022
AnanuTnyeckuii oryer Ne Jara ananusa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
Jara npoussoicrea Topen 10

Analysis performed according ND / Anains nposenen no HJI: JI1-001365-170222
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9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepnanbHble <=0.725 EDQ/Mr tromethamine. / He 6onee 5,8 ED/Mr
IHAOTOKCHHBI KETOpOJIaKa TPOMETaMMHA.

10 Sterility (every 15th batch) / Sterile / Ctepunen Must be sterile. / omkeH ObiTh
CTepHJIbHOCTD (11 KAXKAO0i CTEPUIIbHBIM.
15-oii cepun)

11 Assay / KonuuecTBeHHoe 29.69 mg / 29.69 mr From 270mg to 33.0mg of
onpejaesieHue CisHisNOs- CsH11NOs (ketorolac
tromethaminé) per 1 mL./ Ot 27,0 mr
pile] 33,0 MI C15H13N03'C4H11NO3
(keToponaka TpOMETaMHH) B 1 MIL.
12 Alcohol content / ITanon 11.82 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
Ipumeuanue: [TponykT cooTBeTcTBYeT Tpebosannam HJT

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeineHo: Naresh TIposepeno: Himesh Kumar | Ono6peno: Menemxep / PykoponuTeiib
Kumar ' _— | Pavan Kumar Sharma

=
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.03.2022 Hara: 30.03.2022 Jara: 30.03.2022
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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

CEPTH®HUKAT AHAJTU3A

. Tel:4919816656001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscularvinyeetionsdys.aog ml

Ilpoaykr: Keropon™ (keToponak) pacTBop Ajisi BHyTPUBEHHOIO U BHYTPUMBILIEUHOTO BBeACHHS, 30 Mr/ma
Batch No / 1 V220190 Batch Quantity / : 209090 ampules /
Cepus Ne O0bem cepun 209090 amnyn
Analytical Report No / : 890001583450 Date of Analysis / : 30.03.2022
ABaaunTHYecKHi oTyeT No JlaTa ananusa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

JaTa npousBojacTBa T'onen no

Analysis performed according ND / Auaaus nposexen nmo HJI: JIT1-001365-170222
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13 Packaging / Ynaxkoska

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 amoyiasl u3
CBETO3aLIUTHOIO CTeKNa
kopuuHeBoro Kkiacca I (USP). B
BEpXHeM 4acTH aMITyJibl HAaHECEHHI
KONBIO W ToYka I pasioma. Ha
amMnyny HaKkJeuBarOT STHKETKY.

ITo 10 ammyn ¢ HHCTpYKUHEH Mo
HPUMEHEHHIO NIOMEILAIOT
B [IBX/antomuHueBsIi OIHCTED.

[To 1 6nucTepy B Ma4Ky 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 aMOoysis  u3
CBETO3AIUTHOrO CTeKJIa KOPHUYHEBOTO
WM TEMHO-KOPUMHEBOIO  LIBETa
knacca I (USP). B BepxHel wactn
aMITyJibl HaHeCeHBl KOJNbLO M TOYKa
1ust pasnoMa. Ha aMiysly HarUleHBarOT

ITHKETKY.
Ilo 10 ammynm ¢ HHCTpYKLUEH IO
NPHUMEHECHHUIO MOMEILAIOT

B [IBX/anromMuHKEBbIH OIHCTED.

ITo 1 6aucTepy B MAa4YKy KapTOHHYIO;
Ui cTaudoHapoB: mo 2, 3, 5
6IUCTEPOB B NAYKy KApTOHHYIO.

14 Labelling / MapkupoBska

According to ND / B coorserctuu ¢ HJI.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3aiIueHHOM
OT CBETa MeCTe NP TeMmepatype He Boile 25 °C. He 3amopaxuBath.

16 Shelf-life / Cpok roaHocTH

3 years. / 3 rona.

Remarks : The Product confirms to ND/
[Tpumeuanue: [IpogykT cooTBeTCTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Naresh Ipogepeno: Himesh Kumar | Ono6peno: MeHemxkep / PykoBoputens
Kumar . = Pavan Kumar Sharma e
¢ SR B K=
i
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.03.2022 Jlata: 30.03.2022 Jara: 30.03.2022
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