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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, INDJA
Tel : 491 98166 56001-02

CEPTH®HEKAT AHAJIH3A www.drreddys.com
[Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Ilpoayxr: Ketopon™ (keroponak) pacrsop ans By TpHEEHHOrO 1 BHYTPHUMBILLEUYHOTO BEeAeHHs, 30 Mr/mn
Batch No / : V230082 Batch Quantity / : 272727ampules /
Cepus Ne O0wem cepun 272727 amnyn
Analytical Report No / : 890001643967 Date of Analysis / : 04.02.2023
AHanuTHYeckuii oTuer Ne Jdara ananusa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jara npouszgoacrea Tomen xo
Analysis performed according ND / Ananns nposenen mo HJI; JIT1-001365-170222

Page 1 of4/Crp.1u3 4

1;.:) Test / Ilokazatesns Results / PesyabTaTsl Specification / Hopma

1 Description / Onucaunne Clear light yellow solution. / | Clear colorless to pale yellow solution.
Ilpo3pauHbiit CBETNIO-KENThIH | / Ilpospauseiii GecUBETHBIN WM
pacTBop. CBETJIO-JKEThIH pacTBop.

2 Identification /
IMoanuHHOCTDL

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
YAEpXHMBaHUA OCHOBHBIX NHKOB Ha
XpOMaTorpaMmme HCIIBITYEMOTO
pacTBoOpa COOTBETCTBYIOT BpEMEHAM
YIEPKHUBAHUS OCHOBHBIX ITHKOB Ha
XpOMaTorpamMmme CTaHAAPTHOIO
pacTBopa KEToposiaka TPOMETaMHUHA
7} HarpoKCeHa (pazmen
«KonuyecTBeHHOE OnpeneeHHE»)

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
YIAEPKUBAHHUA OCHOBHBIX ITHKOB Ha
XpoMaTorpaMmme UCTILITYEMOTO
pacTBOpa IOJIKHBI COOTBETCTBOBATH
BPEMEHAM YACPKUBAHUS OCHOBHBIX
MUKOB Ha XpoMaTorpamMme
CTAQHJApPTHOTO PAcTBOPa KeTopoJiaka
TPOMETaMMHa U HalpoKceHa (paziel
«KonuyecTBeHHOE ONpeaeieHue»)

3 Clarity / Ilpo3paunocts

Complies / CooreTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuenums
npenapara He IOJDKHA NMPEBbIIATh
OMANIECUEHIHIO STAIOHA CpaBHEHMA I,

4 Color / LiBeTHOCTL 0.03 Not more than 0.20 at 430 nm. /
He 6oaee 0,20 npu minHe BosHbI
430 nm.

5 pH 7.39 From6.9t07.9./016,9 50 7,9,

Remarks: The Product confirms to ND/
[Ipumeyanne: [poaykr coorsercrayer TpeGosarusm HJT

Conclusion: APPROVED /
3aknwvenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Hoarorosneno: Pravesh Rana Hpoeepeno: Ramakant Onobpeno: Menemiep / Pykososurens
-~ (! Pavan Kumar Sharma _ { ___——
) M e
Reprint Date / Reprint Date / Reprint Date /
Hara:04.02.2023 Hara: 04.02.2023 Hata : 04.02.2023

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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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOUKAT AHAJIMU3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoayxr: Keropon™ (keroponak) pacTeop s BHYTPHEEHHOTO H BHYTPUMBILUEYHOTO BBeOEHHS, 30 Mr/mi
Batch No / : V230082 Batch Quantity / : 27272 7ampules /
Cepus Ne Oo0Bem cepun 272727 amnyn
Analytical Report No / : 890001643967 Date of Analysis / : 04.02.2023
AHaJMTHYeCKHi oTyeT No Jdara ananmmsa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JaTa mpom3BoicTBa Iogen 1o
Analysis performed according ND / Ananu3s nposenen o HJ: JITT-001365-170222

Page 2 of 4/ Ctp. 2 u3 4

6 Particulate matter / MexaHuuecKkue BKIOYEHUS

6A Visible particles /

BunuMerie yactuusi

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cootBeTcTBHM ¢ TpeGOBaAHUAMU.

poBaHHas NPUMeECh

0.05%

6B Invisible particles /
Hepuaumbie yacTHIIB:
i, Particles> 10 pm / 99 not more than 6000 per ampoule /
Yactuu pazmepom > He 6osiee 6000 Ha ammyny;
10 MM
ii. particles> 25 pm/ 04 not more than 600 per ampoule /
YaCcTHL pasMepom > He H6onee 600 Ha ammyy.
25 MKkM
7 Related substances / PoacrBeHHble npumecu
Impurity A / Ilpumecs A 0.14% not more than 0.20% / He Oonee
0,20 %;
Impurity B / [Ipumecs B Below Limit of Detection (LOD = 0.014 %) / not more than 0.50% / He 6onee
Huke npenena o6uapyxenus (I10 = 0.014 %) 0.50 %:
Impurity C / [Tpumecs C Less than LOQ (LOQ = 0.033 %) / Huwe nol more than 0.50 % / He Gonee
npeagiid KOJIMYECTBEHHOTO onpencneHus 0 50 (y R
(ITKO = 0.033 %) > 0
Impurity D / [Tpumecs D Below Limit of Detection (LOD = 0.014 %) / not more than 0.20% / He Gonee
Huke npeaena o6uapyxenus (T10 = 0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He 6onee
Envnnunas HenmeHTuuy- 0,20 %.

Remarks: The Product confirms to ND/

[1pumeyanne: MpoaykT coorserctayet TpeGosanusm HJT

Conclusion: APPROVED /
3axaodenne: OJJOBPEHO

Prepared by /
IMoaroroeneno: Pravesh Rana

g

Checked by /
ITposepeno: Ramakant

ed

Approved by: Manager/Executive /
OnobpeHo: Meunemxkep /(fP;){?;ogo,uuTenb

Pavan Kumar Sharma ’%/,

Reprint Date /
Hata:04.02.2023

Reprint Date /

Hara: 04.02.2023

Reprint Date /
Hara : 04.02.2023
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Dr. Reddy's Labaratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTUOPUKAT AHAJIU3A www.drreddys.com
’7Product 2/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
HMpoaykT: Ketopos™ (keToponak) pacTBop Anst BHYTPUBEHHOIO ¥ BHYTPHMBIIIEHYHOTO BBEACHHA, 30 MI/Mu

Batch No / : V230082 Batch Quantity / 2 272727ampules /
Cepus Ne Oo0Bem cepun 272727 amnyn
Analytical Report No / : 890001643967 Date of Analysis / : 04.02.2023
AHaMTHYECKHH oTyeT Ne Jlara ananuza
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jara npon3Boacrsa Iogen mo
Analysis performed according ND / Ananus nposenen no HJL: JIT1-001365-170222

Page 3 of 4/ Crp. 3 u3 4

Total impurities / Cymma 0.20% Not more than 1.50 % / He Gonee
npumeceit 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
HUzenexaemelii 06bemM He menee HomuHanbsHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
Bbakrepnanbubie <=0.725 E3/mMr tromethamine. / He 6onee 5,8 ED/Mr
IHAOTOKCUHHDI KeTopoiaKa TPOMETAMHUHA.

10 Sterility (every 15th batch) / Must be sterile. / Jlomxen 6bITh
CTepuibHOCTE (19 Kam 0¥ NA CTEPHJIBHBIM.
15-oii cepun)
11 Assay / Kosinuecreennoe 30.09 mg / 30.09 mr From 270mg to 33.0mg of
onpeneaeHue CisH13NO3  C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mmr
a0 33,0 MT C15H13N03‘C4H11NO3
(xeTopomaka TpoMeTaMuH) B 1 MJL.
12 Alcohol content / Tanon From 10.60 % to 12.60 %. /
11.53 % Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/

IMpumetanue: IponykT cootBeTeTBYET TpeGopanmsam HJJ

Conclusion: APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /
IloaroroeneHo: Pravesh ,l)lana

b

Checked by /
IIporepeno: Ramakant

o

Approved by: Manager/Executive /
Ono6peno: Menemkep / Rykosoaurens
Pavan Kumar Sharma =

Reprint Date /
Hara:04.02.2023

Reprint Date /'
Hara: 04.02.2023

Reprint Date /
Hara : 04.02.2023
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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 : 491 98166 56001-02

CEPTHOUKAT AHATIHM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
 Ipoayxr: Keropon™ (keroponak) pacteop suis BHYTPHEBEHHOTO M BHYTPHUMBILIEHHOTO BBeAeHM s, 30 MIr/Mn
Batch No / : V230082 Batch Quantity / 2 272727ampules /
|Cepun Ne Oonem cepun 272727 ammyn
Analytical Report No / : 890001643967 Date of Analysis / : 04.02.2023
AnanuTnyeckmii oTyer Ne JdaTa anannsza

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JaTa npomzBoacTra Togen o
Analysis performed according ND / Ananns nposenen mo HI: JIT1-001365-170222
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13 Packaging / Ymakoska

14 Labelling / Mapkupuska

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. /

o 1 wMn B amnymsl u3
CBETO3ALIUTHOIO CTeKIa
kopu4HeBoro kmacca I (USP). B
BEPXHEH 4acTH aMnyjibl HaHEeCEHHI
KOJIBLIO M TOuKa A paszioma. Ha
aMIlyNly HAKJIEHBAIOT STHKETKY.

ITo 10 ammyn ¢ wnctpykumedt no
IPUMEHEHUIO [IOMEILAIOT
B [IBX/antomMunneBsi 6aucTep.

o 1 6nucrepy B nauky kapToHHYyIo.

I 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 wMn B amnynsl w3
CBETO3AIIUTHOTO CTEKJIa KOPUYHEBOTO
WIH  TEMHO-KOPHYHEBOI'O  lBeTa
knacca I (USP). B Bepxueil yactu
amnyJjibl HaHECEHB! KOJBLIO M TOYKA
Iuist pasnoMa. Ha aMmyny HakeuBaroT
STHUKETKY.

ITo 10 ammyn ¢ WHCTpyKLHeill mo
MPUMEHEHHUIO HOMELLAloT
B [IBX/anmoMuHueBbIi 6aucTep.

Io 1 6nucTepy B NaYKy KapTOHHYIO;
e cragudoHapoB: mo 2, 3, 5
AMICTPPOR B HAMEY KAPTONITYIO.

According to ND / B cootsetcTuu ¢ HJ,

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aLUIIEHHOM
OT CBeTa MECTe NIpH TeMIepaType He Bhime 25 °C. He 3amopaxuBarth.

16 Shelf-life / Cpox rognocTn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
Upumenane: IMpoaykr cootsercTayeT Tpebosanuam HJT

Conclusion: APPROVED /
3akmwoyenne: QJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Pravesh Rana ITposepeno: Ramakant Onobpero: Menemxep / Bykosomures
¥ Pavan Kumar Sharma 7,
() 2 €
g&“q% *‘
Reprint Date / Reprint Date / Reprint Date /
Jara:04.02.2023 Hara: 04.02.2023 JHara : 04.02.2023
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