Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

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 intramusculayvinyebtidtys3®@mg/ml

Hponyxr: Keropon™ (keroponak) pactsop mis BHYTPHBEHHOIO M BHYTPHMBIILIEYHOTO BBeienns, 30 Mr/mn
Batch No / 1 V220295 Batch Quantity / : 209090ampules /
Cepus Ne O6vem cepun 209090 ammyn
Analytical Report No / : 890001590240 Date of Analysis / : 09.05.2022
AHaIUTHYECKHH oTYeT No Jara ananausa

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

Jara npouzBojcrea T'onen no

Analysis performed according ND / Ananns nposegen mo HIL: JIIT-001365-170222

Page1of4/Crp.1u3 4

Ipospaunsrii 6ecLiBeTHBII pacTBOp.

1}00 Test / ITokazaTens Results / PesyabTaTni Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ TlpospauHelii GecUBETHBIH WK
CBETJIO-XKEJThIN PacTBOP.

2 Identification /
IToanuuHOCTDL

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
YOEpXKHMBAaHUA OCHOBHEIX ITHKOB Ha
XpoMaTorpamme HCIIBITYEMOTO
PacTBOpa COOTBETCTBYIOT BpeMEHaM
YIOEPXKMBAHUS OCHOBHBIX IMHKOB Ha
XpoMartorpamme CTaHIapTHOTO
pacTBopa KETOpoJlaka TPOMeTaMHHA
7} HanpoKceHa (pazmen
«KondecTBeHHOE ONpeeieHne»)

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
YAEPXKHUBAaHUS OCHOBHBLIX NHKOB Ha
XpOMaTorpaMme HCTIBITYEMOTO
pacTBopa JOJKHBI COOTBETCTBOBATD
BpEMEHAM YIEpPXKUBAHUA OCHOBHBIX
MAKOB Ha XpoMaTorpaMme
CTaHI@PTHOrO PacTBOpa KETOpONaKa
TPOMETAMHHA U HalpOKCeHa (pasien
«Konr4ecTBeHHOE OnpeelieHHE)

3 Clarity / IlpospaunocTs

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuenuus
npenapaTa He JOJDKHA IPEBBIIaTh
OMAIECUEHIHIO 3TAIOHA CPaBHEHHH 1.

4 Color / LIBeTHOCTDL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu miuue BoNnHbI
430 uMm.

5 pH 7.30 From 6.9t0 7.9./016,9 no 7.,9.

[ Remarks : The Product confirms to ND/
[pumeuanne: [poxykT cooTercTyeT TpeGoBanusm HJ[

Conclusion : APPROVED /
3akmwuenue: OJIOEPEHO

Prepared by /
IToarororneno: Naresh Kumar

Checked by /
IMposepeno: Pardeep kumar

S

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / Pykosoautesns

Pawan Kumar !’7

®
Reprint Date /
Hata: 09.05.2022

Reprint Date /
JHara: 09.05.2022

Reprint Date /
Hara :09.05.2022

!
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Formulation Unit-6

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

CEPTHOUKAT AHAJIM3A
Tol - +01 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculag injeptiessy36omg/ml
IpoaykT: KeTopon” (keToponak) pacteop juis BHYTPHBEHHOIO BHYTPHMbILLIEYHOTO BBeAeHUA, 30 Mr/mn
Batch No / : V220295 Batch Quantity / : 209090ampules /
Cepna Ne Ob6bem cepun 209090 amnyn
Analytical Report No / : 890001590240 Date of Analysis / : 09.05.2022
AnpannTHyecKHii oTyer No Jara ananuza
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
JaTa nponsBoacrea T'open oo
Analysis performed according ND / Ananus nposeaen mo HJI: JITIT-001365-170222
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6 Particulate matter / MexaHuuecKHe BKITIOYEHUS

6A Visible particles /
Buaumele 4acTHIIBI

Complies / CooTBeTcTBYET

Should correspond to requirements. /
B cooTBeTCTBUM C TPEOOBAHHUAMHK.

6B Invisible particles /
HeBuaumeie yacTHIIBL:

Hunxe npenena konuyectsenHoro
onpeaenenust (ITKO =0.014 %)

Any unspecified impurity /

1. Particles> 10 um / 56 not more than 6000 per ampoule /
YacTuy pasmepom > He 6oaee 6000 Ha ammyny;
10 MxMm
ii. particles > 25 pm/ 02 not more than 600 per ampoule /
YaCTHUL| pa3sMepoM > He bonee 600 Ha amnyy.
25 MKM
7 Related substances / PoacTBenHble npumech
Impurity A / ITpumecs A 0.14 % not more than 0.20% / He Gonee
0,20 %;
Impurity B / [Tpumecs B Not detected / He oGuapyaicenta not more than 0.50 % / He Gonee
0,50 %;
Impurity C / ITpumecs C hgzzzgz;n}(l;gﬁ g‘gg;&g ﬁ;ﬁlﬁiﬁﬁ: not more than 0.50 % / ue Gonee
(TIKO = 0.033 %) 0,50 %;
Impurity D / Ilpumecs D Below limit of detection (LOD = 0.014 %) / not more than 0.20 % / une Gonee

0,20 %.

Not more than 0.20 % / He 6omee

HU3pnexaemelii 06Lem

EnunnyHas HenneHTUGULHU- 0.08 % 0,20 %.
pOBaHHas IPUMeECh
Total impurities / Cymma 0.22 % Not more than 1.50 % / He 6Gonee
npuMecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee HomuHanbsHoTro (1,0 M)

Remarks : The Product confirms to ND/
[Iprmedanue: Iponykt cootBercTByeT TpeboBarusm HJI

Conclusion : APPROVED /
3akawdyenne: ONOBPEHO

Prepared by /
IMoarorosneno: Naresh Kumar

@

Checked by /
IMposepeno: Pardeep kumar

-

Approved by: Manager/Executive /
Onobpeno: Mcm,ﬂ:{(eg / PykoBoaures

Pawan Kumar /%L'

Reprint Date /
Hara: 09.05.2022

Reprint Date /
Hara: 09.05.2022

Reprint Date /
Hata :09.05.2022
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Do
’ °® Formulation Unit-6
Dr‘ Reddy S " CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTUOHKAT AHAJIM3A
Tel - +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculaminjedtionsy3¢bmg/ml
Ipoaykr: Keropon™ (ketoponak) pacteop ans BHYTpHBEHHOO H BHYTPUMBILIEYHOro BBeJeHus, 30 Mr/m
Batch No / 1 V220295 Batch Quantity / : 209090ampules /
Cepns Ne O6bem cepun 209090 amnyn
Analytical Report No / : 890001590240 Date of Analysis / : 09.05.2022
AHaJHTHYEeCKHH oTueT No Jlara ananuza

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
JlaTta npoussojacrea I'ogen xo

Analysis performed according ND / Auasns nposeien mo HJI: JITT-001365-170222

Page 3 of 4/ Crp.3 u3 4

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac—‘
Bakrepuanbubie <=0.725 EB/mMr tromethamine. / He 6Gonee 5,8 ED/mr
3HAOTOKCHHBI KeTOpoJIaka TPOMETaAMHUHA.,

10 Sterility (every 15th batch) / Complies / Crepunen Must be sterile. / Jlomken 6bITh
CrepuibHocTs (1S KaxA0i CTEPWIIBHBIM.
15-oii cepun)

11 Assay / KosiuyecTBeHHOe 29.67mg / 29.67mr From 27.0mg to 33.0mg of
onpeaeneHue CisHi3NO3 C4H  NOs (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mr
Ao 33,0 MTI C15H13NO3‘C4H11NO3
(xeToponaxa Tpometamun) B 1 M.

12 Alcohol content / ITanon 11.74 % From 10.60 % to 12.60 %. /
Or 10,60 % 1o 12,60 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanne: [poaykT cooTBeTCTBYET TpeGOBaHUAM HJ 3akiawyenne: OJJOBPEHO

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

Hoxrorosneno: Naresh Kumar | IIposepeno: Pardeep kumar OnobpeHno: Menemxkep / PykoBonuresns
Pawan Kumar

Reprint Date / Reprint Date / Reprint Date / ’

Jlara: 09.05.2022 Hara: 09.05.2022 Hara :09.05.2022
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Dr. Reddy's Laboratories Ltd.

Bo
’ °® Formulation Unit-6
Distt. Solan, H.P., 173 205, INDIA

CEPTHOUKAT AHAJIBA Tel : +91 98166 56001-02
| Product : / Ketorol (Ketorolac) solution for intravenous and intramusculaﬂ\in}ﬁbﬁmﬁyfiOJIﬁg/ml ]
| IMpoayxr: Keropon® (keToponak) PACTBOP A5 BHYTPUBEHHOTO M BHYTPHMBILIEYHOTO BBEJeHHA, 30 Mr/mn
Batch No / 1 V220295 Batch Quantity / : 209090ampules /
Cepua No O6nem cepun 209090 amnyn
Analytical Report No / : 890001590240 Date of Analysis / : 09.05.2022
AHaaaTHYeckuii oTuer Ne Jara ananuza
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
Hara nponssoacrea T'open go
Analysis performed according ND / Anasins nposeaen no HA: JII1-001365-170222

Page 4 of 4/ Crp. 4 u3 4
13 Packaging / Ynakoska 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber —‘
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cut ring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to

ampoule, ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;

1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
o 1 wmn aMnynel  ©3 | ina carton pack. /

CBETO3AIUTHOrO crekna | Tlo 1 M1 B amnymer w3

KopiriHeBoro knacca I (USP). B CBCTO32IIUTHOTO CTEKIa KOPUYHEBOTO
BEPXHEH 4acTH ammysibl HaHeceHbl | Wiy TEMHO-KOPHYHEBOTO  LigeTa
KOJIILLO ¥ Touka ang paszmoma. Ha | knacca I (USP). B pepxHeit wactu

aMmIyJly HaKJIeHBAIOT ITUKETKY. amInyJiel HaHeCeHbl KOMLLO H TOYKa
ITo 10 ammyn ¢ unctpykmmeit mo A7t pasioma. Ha aMnyny HakiensaroT
IPUMEHEHHUIO NOMEIIAIOT | 3THKETKY.

B [IBX/aniomiuuenmiii Gnucrep. ITo 10 amnyn ¢ HHCTPYKLMEN Mo
Ilo 1 Gancrepy B NAYKY KAPTOHHYIO. | NPUMEHEHHIO TIOMEIAOT

B IIBX/antoMunneRbIi Gnucrep.

Io 1 6nrcrepy B NIa4Ky KapTOHHYIO;
I CTauMoHapos: mo 2, 3, 5
O1CTepoB B nauky KaPTOHHYIO.

14 Labelling / Mapxupogka According to ND / B cooTsercTBIN ¢ HIL '

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aNULIEHHOM
XpaHeune OT CBeTa MeCTe NpH TeMnepatype He Beime 25 °C. He 3aMOpa>kuBaTh.

16 Shelf-life / Cpok roguoctu 3 years. / 3 roga.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpnmeuanne: Iponyxr COOTBETCTBYET TpeboBannam HJT 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosneno: Naresh Kumar IIposepeno: Pardeep kumar Ono6peno: Menemxkep / Pykosomurens

' = Pawan Kumar

3 e e

Reprint Date / Reprint Date / Reprint Date /
Hata: 09.05.2022 JHara: 09.05.2022 Hara :09.05.2022
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