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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.
Formuiation Unit-&

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

CEPTUOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keToponak) pacTsop Ans BHYTPMBEHHOIO M BHYTPHUMBILIEYHOTO BBeAeHHs, 30 Mr/mMa
Batch No / : V230052 Batch Quantity / : 272727ampules /
Cepusi Ne O0vem cepun 272727 amnyn
Analytical Report No / : 890001643152 Date of Analysis / : 31.01.2023
AdanuTuyecknii oruer Ne JlaTa anaam3a
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jarta npou3BojACTBA T'open no
Analysis performed according ND / Anasus nposegen nmo HJI: JI[1-001365-170222
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i.:) Test / MokazaTenn Results / PesynbTaThi Specification / Hopma

1 Description / Onucanue Clear light yellow solution. / | Clear colorless to pale yellow solution.
Ipo3pauHblii cBerno-xentsiit | / Ilpo3pauHblif OecUBETHBIN WM
pacTBop. CBETJI0-XKENThIH pacTBOP.

2 Identification /
IMoanuHHOCTHL

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) / BpemeHa
YAEPXKUBAHHUS OCHOBHBIX MUKOB Ha
XpoMarorpamme KCIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHaM
YAEPXKUBAHHS OCHOBHBIX MHKOB Ha
Xpomarorpamme CTaHAAPTHOro
pacTBopa KeTopojiaka TpOMeTaMHHa
" HanpoKceHa (pa3pmen
«KosinuecTBeHHOE OTMpeIeeHHE)

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
yIepXHMBaHHUs OCHOBHBIX NMKOB Ha
XpoMaTorpamme UCTIBITYEMOTO
pacTBopa HOJDKHbl COOTBETCTBOBATb
BpEMEHaM YAEPKUBAaHUI OCHOBHBIX
MKOB Ha XpoMaTorpamme
CTAaHJApPTHOrO PacTBOpa KeTopoJiaka
TpOMETaMHMHa W HampoKceHa (pa3zen
«KommuecTBeHHOE OnpeaeneHIe»)

3 Clarity / IlpozpavyHocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He IOJDKHa IIPEBbIINATh
OTaJIeCLEHLUIO 3TAJIOHA CpaBHeHUs I.

4 Color / LIBeTHOCTDH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npy 1J1UHE BOJSTHBI
430 HMm.

5 pH 7.39 From 6.9 t0 7.9./0t1 6,9 no 7,9.

Remarks: The Product confirms to ND/
IIpumeuanwue: IlpoxykT coorBercTByeT TpeboBaHusiM HJJ

Conclusion: APPROVED /
3axawyenne: OJOBPEHO

Prepared by /
IMoarorosneno: Pardeep Kumar

<

Checked by /
[Mposepeno: Himesh Kumar

Approved by: Manager/Executive /
OnobpeHo: MeHemkep / PykoBoauresnb
Manoj Kumar

}'_l';h. _{{f‘_,_

Reprint Date /
Jara:31.01.2023

Reprint Date /
Hata: 31.01.2023

Reprint Date /
Hata : 31.01.2023
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CEPTUDPUKAT AHAJIU3A
Product : / Ketorol {Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoayxkr: Keropon" (keToponak) pacTBop A/ BHYTPUBEHHOIO M BHYTPUMBILICYHOTO BREACHHs, 30 Mr/mn
Batch No / 1 V230052 Batch Quantity / : 272727ampules /
Cepns Ne O0nem cepun 272727 amnyn
Analytical Report No / : 890001643152 Date of Analysis / : 31.01.2023
Ananuradecknii oryer No JlaTa ananusza
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JlaTa npou3BoacTBa Tonen go
Analysis performed according ND / Auanu3s nposeaen no HJI: JIIT-001365-170222
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6 Particulate matter / MexaHH4YecKHe BKJIOYEHHS
6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements. /
Buaumble yactuupl B coorBeTcTBHU C TpeOOBAHUSMM.

6B Invisible particles /
HeBuauMbIe 4acTHLIBI:

i. Particles> 10 pm/ 13 not more than 6000 per ampoule /
YacTun pazmMepom > He 6onee 6000 Ha amnyny;
10 mxm

il. particles > 25 pm/ 00 not more than 600 per ampoule /
4acTul| pa3MepoM > He 6onee 600 Ha amnyny.
25 Mxm

7 Related substances / PoncTeeHHbIE MpUMecH
Impurity A / [TpaMech A 0.15% not more than 0.20% / He Oonee
0,20 %;
Impurity B / ITpumecs B Below Limit of Detection (LOD=0.014 %)/ | not more than 0.50 % / He Oosee

~ O = 0,
Hinke npeacna oonapyxenus (IO =0.014 %) 0,50 %:

Tess than 1.OQ (1.0Q = 0.033 %) / Hinxe not more than 0.50% / ne 6osce
npoanna 1oNreoTooNNOro onpeasact 0 50 (y .
b 07

(TKO =0.033 %)

Impurity C/ Ipumecs C

Impurity D / Ilpumecs D Below Limit of Detection (LOD = 0.014 %) / not more than 0.20 % / He Oonee
Hipke npenena odxapyuenus (ITO = 0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnyiHuyHas HenneHTUgHLu- 0,20 %.
poOBaHHas NpUMeECh 0.05%
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBaHmsaM HJI 3axmouyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Pardeep Kumar [Nposepeno: Himesh Kumar | Onobpeno: Menemxep / PykoBoguTens
< Clé— ey Manoj Rumar ( }EZQLC»
Reprint Date / Reprint Date / Reprint Date /
Hara:31.01.2023 Jara: 31.01.2023 Hata : 31.01.2023
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CEPTUDPUKAT AHAJIM3A

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

Hpoaykr: Ketopon" (keToposiax) pacTsop [ist BHYTPHBEHHOTO M BHYTPUMBbIUIEHUHOTO BBEACHUS, 30 Mr/mA
Batch No / : V230052 Batch Quantity / : 272727ampules /
Cepusa Ne Obbem cepun 272727 amnyn
Analytical Report No / : 890001643152 Date of Analysis / : 31.01.2023
AnajuTHYecknii oryer Ne Jara anannza

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JlaTa npousBoacTBa I'ogen mo

Analysis performed according ND / Ananns nposenen no HJL: JI1-001365-170222
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H3pnexaemulii 00beM

Total impurities / Cymma 0.25% Not more than 1.50 % / He 6onee
nmpumeceit 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee HomuHansHOTO (1,0 M)

9 Bacterial endotoxins /
BakTtepuanbHble
IHAOTOKCHHDI

<=0.725 EU/mg /
<=0.725 ED/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/mMr
KeToposiaka TpOMeTaMHHa.

10 Sterility (every 15th batch) /

Must be sterile. / JdojkeH ObITb

11.81 %

CTepuIbHOCTD (1191 KaMAO¥ COMPLIES CTEPUNBHBIM.
15-o0ii cepum)
11 Assay / KonnuecTBeHHOe 29.65mg/ 29.65 mr From 270mg to 33.0mg of
onpeaeneHue Ci15sH13NO3- C4H | 1NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
iy 33,0 MI' C|5H13NO3'C4H“N03
(KeToponaka TpoMeTamuH) B 1 M.
12 Alcohol content / 3TaHon From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
ITpumeuanue: Ilpogykr coorBercTBYeT TpeboBaHusaM HJI

Conclusion: APPROVED /
Zakmouenne: OJJOBPEHO

Piepared by /
[Noarororneno: Pardeep Kumar

-

Cliecked by /
IMpoeepeno: Himesh Kumar

|

Approved by: Manager/Executive /
Omob6peHo: Menemkep / Pykosogurens
Manoj Kumar b 2 f

( Ll ,{._E_-—-

Reprint Date /
Jara:31.01.2023

Reprint Date /
Hara: 31.01.2023

Reprint Date /
Jlata : 31.01.2023

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: L85195AP1984PLC0O04507
www.drreddys.com
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rormuiation Unit-2

Vili. Kinol, Nalagarh Road, Baddii,
Distt. Solan, H.F., 173 205, INDiA
Tel:+91 28165 56001-02
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CEPTUDOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
poaykr: Ketopon™ (keToponak) pactsop ajisi BHYTPMBEHHOTO ¥ BHYTPHMbILICHHOrO BBeACHMS, 30 Mr/mi
Batch No / : V230052 Batch Quantity / : 272727ampules /
Cepus Ne Oo6Bem cepuu 272727 amnyn
Analytical Report No / : 890001643152 Date of Analysis / : 31.01.2023
AHaTHTHYECKHH oTuyeT Ne Jara ananuza
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jara npoussoacrea T'ogen no
Analysis performed according ND / Ananus nporeaen o HJI: JI[1-001365-170222

Paged4 of4/Crp.4u3 4

13 Packaging / Ynakopka

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. /

[lo 1 wMn B amnyasl  u3
CBETO3aIMTHOrO CTekJa
KopnuHeBoro kgacca I (USP). B
BEpXHEl YacTH aMIynbl HaHECEHbI
KOJNBLO M TOYKa Ais pasyiioma. Ha
amIyJly HaKNEeHBaAOT ITUKETKY.

ITo 10 amnyn ¢ uHCTpyKLMe# o
MPHUMEHCHUIO NOMELLAI0T
B [IBX/anmoMuHueBsIit OaucTep.

ITo 1 6aucTepy B mauKy 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 MI B aMnynsl U3
CBETO3ALUTHOTO CTEKJIA KOPHYHEBOI'O
WA  TEMHO-KOPUYHEBOTO  IIBETA
xnacca I (USP). B Bepxueit yactu
aMIyJlbl HAaHECEHb! KOJBLO M TOYKa
10t pasnioma. Ha amnysy HakienBaroT

ITUKETKY.
[To 10 amnyn c wuHCTpyKUMeH mno
MPUMEHCHUIO MOMEUIaT

B [IBX/amoMHHHIEBBII OaHCTED.

ITo 1 6nucTtepy B MauKy KAPpTOHHYIO;
JIg  cTauuoHapos: mno 2, 3, 5
OJIMCTCPOB B 11a4KY KAPTOHHYHO.

14 Labelling / Mapkupoeka

According to ND / B cootetctauu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amumiieHHOM
OT CBETA MECTE [IpH TeminepaTtype He Boilue 25 °C. He 3aMopaxuBars.

16 Shelf-life / Cpok rogHocTn

3 years. / 3 roga.

Remarks: The Product confirms to ND/
ITpumewanue: Iponykt cooTBercTBYET TpeboBanuam HJ

Conclusion: APPROVED /
3axarouenne: OJOBPEHO

Prepared by /
Iloarotoeneno: Pardeep Kumar

-

Cliecked Ly /
Ilpoepeno: Himesh Kumar

e

Approved by. Mauager/Execulive /
Onobpeno: Menemxkep / PykoBomuTennb
Manoj Kumar

Reprint Date /
Jara:31.01.2023

Reprint Date /
Jara: 31.01.2023

Reprint Date /
Jara : 31.01.2023

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

CIN: LB5195AP1984PLCO04507
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