Dr.Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT 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 intramusculaminjeogddys.80mg/ml J
TIpoaykr: Ketopon" (keToponak) pacTBOp /1 BHYTPHBEHHOIO M BHYTPHMBILIEYHOrO BBeACHH, 30 Mr/mn |
Batch No / 1 V220459 Batch Quantity / : 219000ampules /

Cepusa Ne Oo6nem cepun 219000 ammnyn
Analytical Report No / : 890001606221 Date of Analysis / : 30.07.2022
AHanuTH4yecKui oTyeT Ne Jlara anajauza

Date of Manufacture / : JUN.2022 Date of Expiry / : MAY.2025
JaTta nponssoacTBa T'ogen no

Analysis performed according ND / Ananns nposeanen no HJI: JI1-001365-170222

Page1of4/Crp. 1u34

[Tpo3paunslit GecLiBETHBII pacTBOP.

i.f Test / IlokasaTenb Results / Pe3ysabTaThl Specification / Hopma
1 Description / Onncanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauyHbiii OecLBETHBI WM
CBETJIO-XKENTHIN 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) / BpemeHa
yAep>KMBaHUSI OCHOBHBIX NMWKOB Ha
xXpomarorpamme UCTIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHaM
yIOEepP>KUBAHUSA OCHOBHBIX [MHKOB Ha
XpoMaTorpamme CTaHOAPTHOTO
pacTBOpa KeToposiaka TpOMETaMHHa
u HanpoKCeHa (paznen
«KonmyecTBeHHOE OTpeIeNieHHE»)

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
yIEep)XMBaHHWA OCHOBHBEIX TMUKOB Ha
XpomarorpamMmme HCTLITYEMOTO
pacTBopa [OOJDKHBI COOTBETCTBOBATb
BpeMeHaM YICPXKHBAHUS OCHOBHBIX
TIMKOB Ha XpoMmarorpamme
CTaHAAPTHOTO PAcTBOpa KeToponaka
TpPOMETaMHHa U HampoKceHa (pasnen
«KONHYECTBEHHOE ONIPEIEICHHUE)

3 Clarity / Ilpo3paunocTth

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I: / OnanecueHuus
rniperapara He IOJDKHA NPEBbIIIATh
OTAJIECLEHIIUIO 3TAJIOHa cpaBHEHUH 1.

4 Color / IIBeTHOCTDH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu A/ivHE BOJIHBI
430 HMm.

5 pH 7.26 From 6.9t07.9./01 6,9 no 7,9,

Remarks : The Product confirms to ND/
[Tpumeuanue: IIponykr cootBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
Zakawuenne: OJOBPEHO

Prepared by /
Ioaroroeneno: Pardeep Kumar

Checked by /
[poeepeno: Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoputens
Pavan Kumar Sharma c./ W}

_—-"’a:.".d

Reprint Date /
JHara: 30.07.2022

Reprint Date /
Hara: 30.07.2022

Reprint Date /
Hara : 30.07.2022

Registered Office: 8-2-337, Road Mo. 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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CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHOPUKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product : / Ketorol_(Ke_torc_)Ec) solution for intravenous and intramusculawinjhetiddygs.dohmg/mi

Ilpoaykr: Keropon" (keToposak) pacTBop /Uisi BHYTPHBEHHOIO W BHYTPHMBILIEYHOTO BBEACHHUS, 30 Mr/ma
Batch No / : V220459 Batch Quantity / : 219000ampules /
Cepua Ne O6bem cepun 219000 amnyn
Analytical Report No / : 890001606221 Date of Analysis / : 30.07.2022

AHanMTHYecKUi oTyer Ne

Jarta ananusa

Date of Manufacture /
JlaTa npou3soacTBa

: JUN.2022

Date of Expiry /
I'onen no

: MAY.2025

Analysis performed according ND / Ananu3s nposegen mo HJ: JII1-001365-170222

Page 2 of 4/ Ctp. 2 u3 4

6 Particulate matter / Mexanu4ecKue BKIHOUYEHHUS

6A Visible particles /

Buaymele 4acTHLbI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBeTCTBUY ¢ TPeGOBaHUSIMM.

6B Invisible particles /
HeBuaumble 4acTHLbI:

i. Particles > 10 pm/ 14 not more than 6000 per ampoule /
YacTul pasMepoM > He 6onee 6000 Ha amnyny;
10 MM
ii. particles > 25 pm/ 00 not more than 600 per.ampoule /
YacTuL pa3MepoM > He 6onee 600 Ha ammyJy.
25 MKM
7 Related substances / PoacTBeHHbIe NpuMecH
Impurity A / Ilpumecs A 0.16% not more than 0.20 % / He 6oiee
0,20 %,
Impurity B / ITpumecs B MNotdeiccted /lbiciopHapyieHa not more than 0.50% / He 6omee
0,50 %;
; Less than LOQ (LOQ = 0.033 %) / Huxe >
Impurity C / Ilpumecs C SO IECToE DT ONpEENEN A not more than 0.50 % / He 6onee
(TTKO = 0.033 %) 0,50 %;
Impurity D / [Tpumecs D not more than 0.20% / He Oonee
' Below Limit of Detection (LOD = 0.014 %) / 0,20 %.
Hwxke npeaena o6Hapyxenus (I10 =
= 5 . 0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6osee
EnuHu4Has HeMIeHTUQHLH- . 0,20 %.
pOBaHHas MpUMech B:0ie
Total impurities / Cymma 0.23% 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) /

H3Bnexaemblii 00beM

He Menee nomuHansHoro (1,0 mn)

Remarks : The Product confirms to ND/
[Tpumeuanne: [lpoaykr coorsercryer Tpebosanuam HIJ

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
oarotoeneno: Pardeep Kumar [Tpoeepeno: Himesh Kumar | Onobpeno: Menemxep / PykosoanTesib
= —— Pavan Kumar Sharma c:f;f_; —
Qf,———. — A
Reprint Date / Reprint Date / Reprint Date /
JHara: 30.07.2022 Jara: 30.07.2022 Jara : 30.07.2022

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

CIN: L85195AP1984PLCO04507
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formuiation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CEPTU®UKAT AHAJIU3A B

- =  Tel: +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramusculawinjbeticahss.8éhmg/ml
Ipoaykr: Ketopon™ (keToponak) pacTBop Aiist BHYTPHEEHHOIO M BHYTPUMbILLIEUHOFO BBEAeHNS, 30 Mr/mn
Batch No / 1 V220459 Batch Quantity / : 219000ampules /
Cepus Ne Oo0bem cepnn 219000 amnyn
Analytical Report No / : 890001606221 Date of Analysis / : 30.07.2022
AnanurHuecKuii oraet Ne JlaTa ananu3sa
Date of Manufacture / : JUN.2022 Date of Expiry / : MAY.2025
JaTa npousBoacTsa Tonen no

Analysis performed according ND / Ananus nposegen mo HJL: JII1-001365-170222

Page3 of 4 /Crp.3u3 4

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepuanbHble <=0.725 EQ/mMr tromethamine. / He Gonee 5,8 EQ/Mr
HAOTOKCHHBI KETopoJsiaka TpOMeTaMHUHa.

10 Sterility (every 15th batch) / Complies / Ctepunen Must be sterile. / JlomxeH ObIThb
CrepuibHOCTE (MU1s1 KamAOH CTEPUNbHBIM.
15-0ii cepun)

11 Assay / KosinuecTBeHHOE 30.30mg / 30.30Mmr From 27.0mg to 33.0mg of

onpejeneHue Ci5sH13NO3- C4H 1 1NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0mr  CisHi3sNO; C4H INO;
(keTopojaka TpOMETaMHH) B 1 MJL.

12 Alcohol content / IraHon 11.71 % From 10.60 % to 12.60 %. /
Or 10,60 % 1o 12,60 %.

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

ITpumeuanue: IIpoaykr cooTBeTcTBYeT TpeboBanuam HJJ

3axiaouenue: OTOBPEHO

Prepared by /
[Togrorosneno: Pardeep Kumar

Checked by /
[Mpoeepeno: Himesh Kumar

——

Approved by: Manager/Executive /
Ono6peno: Menemkep / P\rI\OBO,LlH renb
Pavan Kumar Sharma

Reprint Date /

Jara: 30.07.2022

Reprint Date /
Hara: 30.07.2022

Reprint Date /
Hara : 30.07.2022

Registered Office: 8-2-337, Road Mo. 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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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.
Formuiation 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 intramusculawinjbetiddgs.36nmg/ml

IIpoayxr: Ketopon™ (keToponak) pacTop Uis BHYTPHECHHOIO ¥ BHYTPUMBbILIEHYHOTO BBeAeHHUs, 30 Mr/mn
Batch No / 1 V220459 Batch Quantity / : 219000ampules /
Cepns Ne O0nem cepun 219000 ammoyn
Analytical Report No / : 890001606221 Date of Analysis / : 30.07.2022
AnanutTudeckuii oruer Ne JdarTa ananusa

Date of Manufacture / : JUN.2022 Date of Expiry / : MAY.2025

Hara npou3BoacTBA T'onen go

Analysis performed according ND / Anaan3 nposeaen mo HJI: JIT1-001365-170222

Page 4 of 4/ Crp. 4 u3 4

13 Packaging / YnakoBka

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 w™Mn B ammoynsl H3
CBETO3aLHUTHOFO cTekna
xopuyHeBoro knacca I (USP). B
BEpXHEl 4acTH aMIlyJibl HaHECEHbI
KONbLIO W TOuka Ans pasioma. Ha
aMIyJly HaKJIEUBAIOT ITHKETKY.

Ilo 10 amnoyn ¢ MHCTpyKLMeH o
NPUMEHEHUIO MOMELa0T
B [1BX/anmoMuHueBslii Gn1ucTep.

ITo 1 6nmucTepy B Mayky 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 aMOyasl  u3
CBETO3aIUTHOrO CTEK/1a KOPUHHEBOIO
UM TEMHO-KOPHYHEBOTO  LIBETa
knacca I (USP). B BepxHeil 4acTu
aMIylibl HaHeceHbl KOJbLO M TOYKa
1St pasnoma. Ha aMnyny HakJeuBaroT
THKETKY.

I[Io 10 aMmyn ¢ MHCTPYKLMEH IO
NpPUMEHEHHUIO MOMELIAI0T
B [IBX/amomuHueBsIit 61ucTep.

[To 1 6nucTepy B NaYKy KapTOHHYIO;
Ui cTalpoHapor: mno 2, 3, 5
GJIKCTEPOB B 1a4Ky KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBetctBuu ¢ HJI.

15 Storage conditions /
XpaHeune

In a place protected from light below 25 °C. Do not freeze. / B samuineHHoM
OT CBETA MECTE NpH Temreparype He Brile 25 °C. He 3aMopaxuBars.

16 Shelf-life / Cpok rognocTt

3 years. / 3 roga.

Remarks : The Product confirms to ND/
Hpumeuanue: [IpoaykT cooTBeTCcTBYET TpeboBaHusM H/JJ

Conclusion : APPROVED /
3akawuenune: OJOBPEHO

Prepared by /
INoarorosneno: Pardeep Kumar

=

P

Checked by /
I[Tposepero: Himesh Kumar

Approved by: Manager/Executive /
OnobGpeno: Menemxep / Pykosoanurens
— —= | Pavan Kumar Sharma .7

Reprint Date /
Hara: 30.07.2022

Reprint Date /
Jara: 30.07.2022

Reprint Date /
Hata : 30.07.2022

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
www.drreddys.com



