Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 88166 56001-02

www.drreddys.com

CEPTH®HKAT AHAJII3A

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

IpoayKT: Ketopon" (keToposnak) pacTsop Al BHYTPHBEHHOCO ¥ BHYTPHMBILICHHOTO BBCACHHA, 30 mr/mn

Batch No / : V230370 Batch Quantity / : 272727ampules /

Cepns No O0bem cepiin 272727 amnyn

Analytical Report No / : 890001663398 Date of Analysis / : 15.05.2023

AnajgnTHuecknit oruer No JlaTa anainsa

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026

Jlara TpOH3BOACTBA Tonen no

Analysis performed according ND / Aranus nposegen no HJI: JII1-001365-170222

- Pagelof4/Crp.1m3 4
i.? Test / [NoxasaTenn Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanne Clear, light yellow solution. / | Clear colorless to pale yellow solution.

[Mpo3payHslii ‘cBerno-kentsiit | / Tlpospaunbifi  GecuBeTHbIH i
pacTsop. CBETIO-KENThIH PacTBOP.

2 Identification / The retention times of the main | The retention times of the main peaks

MNoannHHOCTL peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / BpemeHa | (Assay section) / BpemcHa
YIepKMBaHUA OCHOBHBIX fIAKOB Ha | YAEP)KHBAHUA OCHOBHBIX MMKOB Ha
XpOoMaTorpamMmme HCTIBITYEMOTO | XpOMaTorpamme HCTIBITYEMOTO
PacTBOpa COOTBETCTBYIOT BpCMEHAaM | pacTBOpa JOMKHBI COOTBETCTBOBATDL
YIEPXKUBAHKUS OCHOBHbIX ITNKOB Ha | BPEMEHaM YIEPXKMBAHWA OCHOBHBIX
XpoMaTorpamMme CTaHAAPTHOTO | ITHKOB Ha XpoMarorpamMme
pacTBopa keTopoJiaka TPOMETaMHHa | CTaHAAPTHOrO pacTeopa KEeTOpONaka
u HanpoKceHa (pazmen | TpomeramMHHa M Hampokcena (pasaen
«KonuuecTBEHHOE OTIPeieTIeHHE) «KonuuecTeeHHOE OMpeieNe HIEY)

3 Clarity / IIpo3zpayHocTb Complies / COOTBETCTBYET The opalescence of the sample should
not excced opalescence of reference
suspension I. / Onanecuenuus
npenapara He J0JDKHa MPEBbIIIATh
OnanecLeHIMIO 3TalIOHa cpaBHeHHs .

4 Color / IIBeTHOCTH 0.07 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npyu JIHHE BOJIHBI
430 HMm.
5 pH 7.36 From 6.9 t0 7.9./ Ot 6,9 o 7.9.
6 Particulate matter / MexaHuuyeckne BKJIIOYEHHS
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Ipumeuanue: [IpogykT cooTsercTBYeT Tpeboranusm HJL 3akmwouenne: OJOBPEHO
Prepared by / ~ Checked by / Approved by: Manager/Executive /
[MoaroTtosneHo: Ankit / A [Tposepeno: Pardeep Kumar | OnoGpeno: Menensep / PykosoauTresns
e £ Amit Kumar mr\_\—-f
Reprint Date / Reprint Date / Reprint Date / ol
Jara: 15.05.2023 Mara: 15.05.2023 Jara : 15.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Talangana, India
Tei: +91 40 4900 2200, Fax: +91 10 41200 2999, Emall: mail@direddys.com

CIN. L85195AP1584PLCO04507
wwawdiraddys.com
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CERTIFICATE OF ANALYSIS

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

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

www.drreddys.com

CEPTUOHKAT AHAJTM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxt: Ketopon™ (keToponak) pacTeoOp A BHYTPMBEHHOFO M BHYTPHUMBILICYHOTO BBEACH A, 30 mr/mn
Batch No/ : V230370 Batch Quantity / : 272727ampules / |
Cepuns Ne Oobem cepin 272727 amniyil
Analytical Report No / : 890001663398 Date of Analysis / + 15.05.2023
AHanaTHYecKui oTyeT Ne JlaTa anaanza
Date of Manufacture / + Apr.2023 Date of Expiry / : Mar.2026
Hara npoM3BOACTBA Tonen mo
Analysis performed according ND / Auaauns nposegen mo HJL: JIT1-001365-170222

Page2 of4/Crp.2 13 4

ioo Test / [lokasaTean Results / PesybTaThl Specification / Hopma
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Buaumbie YacTHLbI B c00TBETCTBHH C TPEOOBAHUAMH.
6B Invisible particles /
Hepuaumbie YacTHLUbI:
i. Particles> 10 pm/ 12 not more than 6000 per ampoule /
YacTull pazMepoM > He 6onee 6000 Ha amnyy;
10 MxM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHI, pa3MEPOM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoncTeeHHnie npumecu
Impurity A / ITpumecs A 0.15% not more than 0.20 % / He Oonee
- , 0,20 %;
Impurity B / ITpumecs B oy Ll 105 i L not more than 0.50 % / He Gonee
0.014 %) / Huxe npenena 0.50 %:
obnapyxenus (ITO = 0.014 %) i’ ’
Impurity C / ITpumecs C not more than 0.50 % / He 6Goiee
Less than LOQ (LOQ = 0.033 %) / 0,50 %;
Hwxe mpegena KOMM4ECTBEHHOTO
onpenenerns ([IKO = 0.033 %)
Impurity D / [Ipumecs D not more than 0.20 % / He 6onee
Below Limit of Detection (LOD = 0,20 %.
0.014 %) / Huwxe nipenena
obnapyxenus (I10 = 0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6osee
EnuH{4Has HeMAEHTUQHIH- 0,20 %.
poBaHHas puMech Not detected / He obnapyxeHa
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanme: ITponykt coorBeTcTBYeT Tpebopanusm H/I Saxnouenue: OJJOBPEHO
Prepared by / / Checked by / Approved by: Manager/Executive /
IMogrotosneno: Ankit ﬂ ITposepeno: Pardeep Kumar | Omobpeno: Menemyep / PykoBoauTes
c— | Amit Kumar .
Reprint Date / Reprint Date / Reprint Date/
Hara: 15.05.2023 Jata: 15.05.2023 Hara : 15.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2200, Fax:.+91 40 4200 2993, Email: mail@drreddys.com

CIN. L85195AP1934PLCO04507
Ww.aitedays.com




Dr.Reddy’s ‘%.'

CERTIFICATE OF ANALYSIS

CEPTHOHKAT 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
www.drreddys.com

Product : /

Ketorol (Kctorolac) solution for intravenous and intramuscular injections, 30 mg/ml

 Mpoayxr: Keropon” (keToponiak) pacTeOp /Uls BHYTPHEEHHOIO 1 BHATPHMbILIEUHOrO BBeieHNA, 30 Mr/ma
Batch No/ : V230370 Batch Quantity / : 272727ampules /

Cepusn Ne OGnem cepiti 272727 amnya
Analytical Report No / : 890001663398 Date of Analysis / : 15.05.2023
AnaguTHgeckuii oTuer Ne JlaTa aHa/IH32

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026

JlaTa npoM3BOACTBA lomgen no |

Analysis performed according ND / Ananus nposesen no HJI; JITT-001365-170222

Page30f4/Crp. 33 4

i.:) Test / IlokazaTens Results / PesyabTathl Specification / Hopma
Total impurities / Cymma 0.15% Not more than 1.50 % / He 6onee
npruMeceit 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
Hsenexaemblii 00beM He menee HomuHaibHoro (1,0 mu)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakTepuanbHbie <=0.725 E3/mr tromethamine. / He 6onee 5,8 ED/Mr
SHAOTOKCHHBI KeTOpolaka TPOMETaMMHa.

10 Sterility (every 15th batch) /
CTepHIbLHOCTS (AN KOXKNO0#
15-oii cepuu)

NA

Must be sterile. / JomkeH ObITE
CTEpPUIILHBIM.

11 Assay / KonnuecTBenHoe
onpegeyieHHe

29.75mg/ 29.75 mr

From 270mg to 33.0mg of
C1sH;3NO;-C4H; (NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
g0 33,0mr CysHaNO;-CqH | NO;
{xeToposiaka TPOMETaMFKH) B 1 M.

12 Alcohol content / OTanon

11.92 %

From 10.60 % to 12.60 %. /
Ot 10,60 % 10 12,60 %.

Remarks: The Product confirms tc ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeGosanuam HJL

Conclusion: APPROVED /
3axarouenne: OJOBPEHO

Prepared by /
IMoaroroeneHo: Ankit

/A

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opnobpeno: Men

Amit Kumar

ep / Pykosomuresne
oo

Reprint Date /
Iara: 15.05.2023

Reprint Date / -
Jara: 15.05.2023

Reprint Date /
Jata : 15.05.2023

Negistared Offica; 8-2-337, Road Na. 3, Danjara llills, llyderabed 500034, Telangana, India
lel: +91 40 490U 290U, Fax: 491 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC004507
wyevndrroddyo.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND1A
Tel : 491 98166 560G1-02
www.drreddys.com

CEPTHOUKAT AHAJIU3A

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

IIpoAykT: Ketopon™ (keToponak) pactBOp Ans BHYTPHBEHHOTO W BHYTPHMbIILICUHOIO BBeAeHAA, 30 mr/my
BatchiNo / : V230370 Batch Quantity / ¢+ 272727ampules /
Cepma Ne Obbem cepun 272727 amnyn
Analytical Report No / : 890001663398 Date of Analysis / : 15.05.2023
Anamiraieckui oTuer Ne Hara anannza

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026 ]
Jara NpoH3BOACTBA Togen mo

Analysis performed according ND / Ananns nporeaen mo HJI: JIIT-001365-170222

Page4of4/Crp. 4 u3 4

1}? Test / Tloxasatens Results / PesynbTaThl Specification / Hopma
13 Packaging / YnakoBka 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 cutring 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
[lo 1 Mn B amnoyssl u3 | ina carton pack./
CBETO3AIIHTHOTO crekna | [To 1 ™Min B aMmmysbl u3
xopuuHeBoro kiacca I (USP). B | cBeTo3amquTHOrO CTEKN12 KOPWYHEBOTO
BEpXHEH YACTH aMITylbl HaHECEHbl | HWIM  TEMHO-KODUYHEBOTO  LBETa
KONbUO W Touka ;A pasnoMa. Ha | wmacca I (USP). ‘B BepxHedt yacTu
aMIIyJly HaKNEeHBAKOT STHKETKY. amIynsl HaHGCEHbI KOJNBLO U TOUKA
INlo 10 amnyn ¢ uHcTpykuued nmo | migpasnoMa. Ha amnyiny HaxJieusaioT
HNPUMEHEHHIO NOMEINAIOT | 3THKETKY.
B [IBX/anioMpHueBbI# 6nucrep. flo 10 amnyn ¢ HHCTpYKUMEH IO
ITo 1 6nucTepy B Na4yKy KapTOHHYIO. | NPHMEHEHHIO NOMEIAT
B [IBX/antoMuuneBbIi 611CTED.
ITo 1 6aucTepy B Na4yKy KApTOHHYIO;
Jns  crauuoHapos: mo 2, 3, 5
ON1MCTEPOB B MAYKY KaPTOHHVIO.
14 Labelling / MapkupoBka According to ND / B cootseTcTnu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3allHIUEHHOM
- XpaHeHue OT CB€TA MecTe IpU TeMneparype He Beille 25 °C. He 3aMopaxHBaTh.
16 Shelf-life / Cpok roasocTn 3 years. / 3 roga.

Remarks: The Product confirms fo ND/

[Tpumeuanue: Ipogykr coorsercTayet TpeboBanuam HJT

Conclusion: APPROVED /
Jakmoyenne: OJOBPEHO

Jara: 15.05.2023

Hara: 15.05.2023

Prepared by / ) Checked by / Approved by: Manager/Executive /
IMoarororneno: Ankit A I[Tposepeno: Pardeep Kumar | Opobpeno: Menegkep / PykosoauTens
e : N
Amif Kumar Ve
Reprint Date / Reprint Date / Reprint Date/ '

Jlata : 15.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydecrabad - 303034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4200 2999, Email: mail@drreddys.com

CIN: L85195AP1334PLC004507
WW.drredays.com




