Dr.Reddy’s Q':"

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculMWwE1888YS 30 hg/ml B —‘
Ipomyxr:  Ketopon" (keToponak) pacTBOp s BHYTPUBEHHOIO ¥ BHYTPUMBILLIEYHOTO BBEACHHUA, 30 Mr/mn .
Batch No / 1 V220757 Batch Quantity / : 272727ampules / N
Cepnst No O6bem cepun 272727 amnyn )
Analytical Report No / : 890001617713 Date of Analysis / : 22.09.2022 [
AHanuTHYeCKUH oTueT Ne JlaTa asaausa
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025
JlaTa npou3BoACTBA I'omen oo
Analysis performed according ND / Anasnus nposeaen no HJI: JII1-001365-170222

Page 1 of4/Crp. 1u3 4

[Mpo3pauHslil GecLBETHLIH pacTBOP.

ioo Test / [NokasaTennb Results / PeaynbTaTsl Specification / Hopma
1 Description / Onucanue Clear  colorless solution. / | Clear colorless to pale yellow solution.

/  Tlpo3pauHplii GecLBETHBIN WK
CBETIIO-KENTHIH pacTBOp.

2 Identification /
IMoasuHHOCTEL

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
YAEPXUBaHUS OCHOBHBIX MUKOB Ha
XpoMarorpaMmme HCIILITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
YIEPKUBAHKS OCHOBHBIX MUKOB Ha
XpoMaTorpamme CTaHAapTHOTO
pacTBOpa KeTopojlaka TpoMeTaMHHa
H HaIlpOKCeHa (pazmen
«KoyinuecTBEHHOE OMpeaeneHre»)

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
VIEP)KMBAHHUSA OCHOBHBIX IIHMKOB Ha
XpomarorpamMe UCITLITYEMOTO
pacTBopa OOJDKHBI COOTBETCTBOBATh
BpeMeHaM YIOEp)KMBaHMA OCHOBHbIX
MHKOB Ha XpoMaTorpamme
CTaHAAPTHOrO pPacTBOpa KeTOpoJaka
TpOMeTaMUHA W HarpokceHa (paszzmen
«KonuuectBeHHOE OTIpEaeneHHEN)

3 Clarity / [Ipo3pauHocTh

Complies / CooTteTcTByeET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npemnapara He JOJUKHA NPeBbIIAT
oMnanecleHLHI0 STaT0Ha cpaBHeHus .

4 Color / IIBeTHOCTD 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npH Ay1MHe BOJIHBI
430 um.

5 pH 7.30 From 6.9t07.9./016,9 no 7,9.

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

ITpumeuanue: [Iponykr cooTBeTrcTBYeT TpeboBanusim HJI 3akmwouenne: OJIOBPEHO

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

[Moaroroeneno: Naresh Kumar [MTposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoaurens
(_,N/ Manoj Kumar h"”‘;i*.‘ﬁfﬁ'

Reprint Date / Reprint Date / Reprint Date /

Jata:22.09.2022 Hara: 22.09.2022 Jlara : 22.09.2022

Registered Cifice. &-

2-337, Road No. 3, Banjara Hillz, Hyierabad

500034, Telangana, India

Tel: +91 40 2900 2900, Fax: +91 40 4900 2999, Emaii mailZidrreddys.com

CIN: L85195AP1984PLCOV4507
www.drreddys.com



Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

| Product : / ~ Ketorol (Ketorolac) solution for intravenous and inn'_alﬁusculM'VYﬁjé’gfﬁﬂ?é’,swrﬁ‘lg/ml o

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

IIpoaykrT: Ketoposn™ (keToponak) pacTsop A7 BHyTPMBEHHOTO M BHYTPHUMbBILIEYHOTO BBeAeHHs, 30 Mr/mn
Batch No / : V220757 Batch Quantity / : 272727ampules / |
Cepusa Ne - - O0bem cepun 272727 amnyn
Analytical Report No / : 890001617713 Date of Analysis / 1 22.09.2022
AnpajnurHdyeckuii oruyer Ne JlaTta ananan3a
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025
Jara npou3sBoaAcTBA Togen mo
Analysis performed according ND / Auanus nposenen mo HJL: JIIT-001365-170222

Page 2 of4/Crp.2u3 4

6 Particulate matter / MexaHH4YecKHe BKNIOYEHHUS

6A Visible particles /
BuauMBbie 4acTHLbI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B COOTBETCTBUH C TPeOOBAaHUAMHU.

6B Invisible particles /
HeBupumble 4acTULBL:

i. Particles> 10 pm / 14 not more than 6000 per ampoule /
YacTull pasmMepom > He 6onee 6000 Ha amnyy;
10 MkM
ii. particles > 25 pm / 01 not more than 600 per ampoule /
YaCTHLL pa3MepoM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PogcTBeHHbIC mpuMecH
Impurity A / [lpumecs A 0.14% not more than 0.20% / He Oonee
0,20 %;
Impurity B / [pumecs B Below Limit of Detection (LOD=0.014%)/ | not more than 0.50 % / He Gonee
Hinke npencna odnapyxenus (T10 =0.014 %) 0.50 %:
Impurity C / [Ipumecs C Less than LOQ (LOQ = 0.033 %) / Hinxe not more than 0.50 % / He OGonee
npeacna KOMMYECTBEHHOro ONpeACnCHNUsA O 50 (y .
(TTIKO = 0.033 %) 2=~ [
Impurity D / [Tpumecs D Below Limit of Detection (LOD = 0.014 %) / not tonore than 0.20% / He Oonee
Huxe npenena obnapyxenus (110 = 0.014 %) 0,20 %.
Any unspecified impurity / Less than LOQ (LOQ = 0.05 %) / Hike Not more than 0.20 % / He Gonee
EnunuuHas HenaeHTUGUIM- npenena KoNMYECTBEHHOrO ONpPeAENeHHsA 0,20 %.
poBaHHast IPUMECH (TIKO =0.05 %)
Total impurities / Cymma 0.14% Not more than 1.50 % / He 6onee
npuMecei 1,50 %.

Remarks: The Product confirms to ND/

ITpumeyanue: [IpogykT cooTBeTcTBYET TpeboBanusm HJJ

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

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

[MoarotorneHo: Naresh Kumar Tposepeno: Pardeep Kumar | Onobpeno: Menemwkep / Pykosoanreins
Qp/ f _ Manoj Kumar :}}“_2( ﬁl‘f

Reprint Date / Reprint Date / Reprint Date /

Hara:22.09.2022 Hara: 22.09.2022 Jara : 22.09.2022

Registered Office. 8-2-237, Road No. 2, Banjara Hills, Hyierabad -
Tel: 491 40 4900 2900, Fax: +91 40 4300 2995, Email mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

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

CEPTHOUKAT AHAJIU3A Tel : +91 98166 56001-02

| Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscul ¥¥WHj€EtRAYSIP hg/ml ]
IIpoaykT: Keropon™ (keToponak) pacTBop 1Sl BHYTPUBEHHOIO M BHYTPMMbILIEYHOIO BBEACHHMS, 30 Mr/mn

Batch No / : V220757 Batch Quantity / : 272727ampules /
Cepus Ne O06bem cepun 2727277 amnyn
Analytical Report No / : 890001617713 Date of Analysis / : 22.09.2022
AHanurH4yeckmii oruet Ne JlaTa aHaam3a
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025
JlaTa npou3BOACTBA T'onen xo

Analysis performed according ND / Auanus nposeaen no H: JI[1-001365-170222

Page3 of4/Crp.3u3 4

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3enexaemblii 06beM He menee HoMuHanbsHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHble <=0.725 EQ/mr tromethamine. / He 6oxee 5,8 ED/mr
IHAOTOKCUHBI KETOpoNiaka TPOMETaMHUHa.

10 Sterility (every 15th batch) / Complies / Crepunen Must be sterile. / JlomkeH ObITb
CrepuabHocTs (An1e1 KaKA0i CTEPUJIbHBIM.
15-oii cepun)
11 Assay / KoiinuecTBeHHOE 29.53 mg/29.53 mr From 270mg to 33.0mg of
onpejeseHue CisH13NOs3-C4H1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
no 33,0 MI C15H13N03'C4H11NO3
(xeToponaka TpOMETaMHH) B 1 M.
12 Alcohol content / ITanon 11.39 % From 10.60 % to 12.60 %. /
0T 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/

[Tpumeuanue: [Iponykt coorsercTByeT TpebGobanusaM HJI

Conclusion: APPROVED /
3axiaouenne: OJJOBPEHO

Prepared by /
[Monrorosnexno: Naresh Kumar

Checked by /
ITporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoaurens

Manoj Kumar }hl&&ﬁ
N ;

= Lo
Reprint Date / Reprint Date / Reprint Date /
Jara:22.09.2022 Hara: 22.09.2022 Mara : 22.09.2022

Regicierad Offics, 8-2-337, Road No, 2, Sanynia Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4200 2992, Email mait@drreddys.com

CIN: L85195AP1984PLCCO4507
www.drreddys.com




Dr.Reddy’s ‘g‘

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 : 491 98166 56001-02

ABannTHdyecknii oTyeT Ne

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul¥WYjEEI$9RYS 50 he/ml
| Mpoayxr: Keropon™ (keToposiak) pacTBOp AUlsi BHYTPUBEHHOTO M BHYTPHMbILICYHOIO BBEACHUS, 30 MI/mMiT |
Batch No / 1 V220757 Batch Quantity / : 272727ampules /
Cepus Ne O6rbem cepun 272727 amnyn
Analytical Report No / : 890001617713 Date of Analysis / 1 22.09.2022

JlaTa anannsa

Date of Manufacture /
JlaTa npoM3BoACTBa

: Aug.2022

Toxen no

Date of Expiry /

: Jul.2025

Analysis performed according ND / Auanau3 nposeges mo HA: JII1-001365-170222

Page4 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. /

I[lo 1 wMn B amnyiel W3
CBETO3aLUUTHOTO cTekna
xopuuHeBoro xmacca I (USP). B
BEpXHEH 4acTH aMIylbl HAHECEHBI
KONbLO W TO4Ka Juid paznoma. Ha
amIyny HakJeUBaOT ITUKETKY.

IMo 10 ammyn ¢ uHCTpyKuueid no
HMPHUMEHEHUIO MOMELIAIOT
B [IBX/antoMunueBslii 6nucrep.

ITo 1 Gnuctepy B NauKy KapTOHHY1O.

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. /

[lo 1 wMn B amnynas  ©3
CBETO3ALUTHOIO CTEKJIa KOPUUHEBOTO
WIH  TEMHO-KOPUYHEBOIO  LIBETa
knacca I (USP). B BepxHe#l yacTu
ammnyJjbl HaHECEHBI KOAbLO W TOYKa
IUis pazjioma. Ha aMrmyJTy HakJeuBaroT
3TUKETKY.

I[To 10 amnyn ¢ MHCTpyKUMed Mo
OpUMEHEHUIO MOMELIAIOT
B [IBX/antomunuesbiif 6n1ucTep.

ITo 1 6nucTepy B Nauky KapTOHHYIO;
Ui cTauudoHapoB: no 2, 3, 5
OIKMCTEPOB B MAYKY KApTOHHYIO.

14 Labelling / Mapkupogka

According to ND / B cootsetctBuu ¢ HJI.

15 Storage conditions /
XpaHenune

In a place protected from light below 25 °C. Do not freeze. / B 3auuiesHom
OT CBeTa MecTe TIpH TeMIrepaType He Boilie 25 °C. He 3amopaxuBaTs.

16 Shelf-life / Cpok rogHocTn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
ITpumeuanue: Ilponykr coorsercTByeT TpebopanusM HJ|

Conclusion: APPROVED /
3akaouenue: OJJOGPEHO

Prepared by /
IToarorosneHo: Naresh Kumar

(v

£~

Checked by /
IpoeepeHo: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Meunemxep / PykoBogurens
Manoj Kumar

Reprint Date /
Harta:22.09.2022

Reprint Date /
JaTa: 22.09.2022

Reprint Date /
Jara : 22.09.2022

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

CIN: LES5 LYHAP LYB4PLLUU4SU
www.drreddys.com



