Dr.Reddy’s €5¢

Dr. Reddy's Laboratories |td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToposiak) pacTBOp Ul BHYTPUBEHHOTO M BHYTPUMBIIIEUHOTO BBEAEHHS, 30 Mr/mi
Batch No / : V240517 Batch Quantity / + 272727 ampules /
Cepusa Ne O0bem cepHu 272727 amnyn
Analytical Report No / : 890001752129 Date of Analysis / : 31.07.2024

AnadnTuyeckui oryer Ne

JlaTa anasgm3sa

Date of Manufacture / : 07/2024

JlaTa npou3BoACTBa

Tonen oo

Date of Expiry/

: 06/2027

Analysis performed according ND / Anann3s nposeaen no HJ/L: JII1-001365-170222

Pagel of 5/Crp. 1m35

Jgoo Test / TlokazaTean Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.
ITpo3pauHslii GecLiBETHBINA pacTBOP. / Tlpo3paunblii OeCUBETHBIN WK
CBETJIO-XKEJITHIH pacTBOp.

2 Identification / The retention times of the main | The retention times of the main peaks
IMoanuHHOCTB 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) / Bpemena | (Assay section) / Bpemena
yIep)KHUBaHUA OCHOBHBIX NMHKOB Ha | YAEPXUBAaHHA OCHOBHBIX IHKOB Ha
XpoMaTorpaMmme HCIIEITYEMOTO | XpoOMaTorpaMme HCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMeHaM | pacTBOpa JOJDKHBL COOTBETCTBOBAThH
YIEPXXUBaHHA OCHOBHBIX MHKOB Ha | BpeMEHaM YIEpXXUBaHHA OCHOBHBIX
XpoMaTorpamme CTaHJApPTHOTO | IIMKOB Ha XpOMaTorpaMme
pacTBoOpa KETopojiaka TpOMETaMHHA | CTAHOAPTHOTO pacTBOpa KeTopoJiaka
174 HaIlpOKCeHa (pasmen | TpoMmeTaMHHa W HampokceHa (pasnen

«KoNMiecTBEHHOE ONpeeIeHUE) «KOJIMYECTBEHHOE ONPENENEHHEN)

3 Clarity / Ilpo3pa4yHocTb Complies / COOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnarecueHums
npenapara He JOJDKHA HpeBBIIIATh
onanecieHHIo STalnoHa cpaBHeHus 1.

4 Color / IlBeTHOCTB 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 mpu ATHHE BOJITHBI
430 uM.
5 pH 7.32 From 6.9 t07.9./016,9 no 7.9.

Remarks : The Product confirms to ND/

ITpumeuanue: Ilponykr coorBercTRyeT TpeboBanuam HJJ

Conclusion : APPROVED /
3akawuenne: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneno; Santosh Iposepeno: Pawan Kumar Ono6peHo: Menemxkep / Pykosoaurens
Kumar Maurya @, 4 Amit Kumar A(_ N >

: v
Reprint Date / Reprint Date / / Reprint Date/ '
Hara: 31.07.2024 Jara: 31.07.2024 Jlara: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L851935AP1984PLCO04507
www.direddys.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tol - +91 98156 56001-02
www.drreddys.com

CEPTHU®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (keToposnak) pacTBOp AJis BHYTPHEEHHOTO B BHYTPUMBIILEYHOrO BBeAeHHs, 30 mMr/mi
Batch No/ : V240517 Batch Quantity / : 272727 ampules /
Cepusa Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001752129 Date of Analysis / : 31.07.2024

AdanuTHyeckuii oTueT Ne JlaTa ananu3za
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
Jara npou3BoacTBA T'onen no

Analysis performed according ND / Auanu3 nposegen mo HJI: JITI-001365-170222

Page2 of 5/Crp. 2 u3 5

"‘1:.:) Test / lloka3aTens Results / Pe3ysabTaTthl Specification / Hopma
6 Particulate matter / Mexannueckue BK/II0YEHHUs
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Buaumblie 4acTHLbI B cooTseTcTBUN ¢ TpeOOBAHUSIMY.
6B Invisible particles /
HeBuaumble 4acTHLIBL:
i. Particles > 10 pym/ 23 not more than 6000 per ampoule /
YacTHl pazMepoM > He 6onee 6000 Ha ammyny;
10 MM
il. particles > 25 pm/ 01 not more than 600 per ampoule /
JacTUL pa3MepoM > He 6onee 600 Ha ammyny.
25 MKM
g/ Related substances / PoncTBeHHbIe IPHMeCH
Impurity A / [Tpumecs A 0.15% not more than 0.20 % / He O6onee
0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He 6onee
Huxe npenena o6Hapyxenus (ITO 0,50 %;
=0.014 %)
Impurity C / TIpumecs C 0.04% not more than 0.50 % / He Oonee
0,50 %;
Impurity D / [Tpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He 6onee
Hiwke npenena obHapyxeHus (I1O 0,20 %.
=0.014 %)

Remarks : The Product confirms to ND/
Ipumeuante: ITponykT cootsetcsyer Tpebosanusam HJL

Conclusion : APPROVED /
3akmouenne: OTOBPEHO

Jara: 31.07.2024

Jarta: 31.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroenexo: Santosl IIpoBepeno: Pawan Kumar Onobpeno: Menemxkep / PykoBoaurens
Kumar Maurya @, E Amit Kumar {B(l L

- . (\\/
Reprint Date / Reprint Date / Reprint Date / i

Jata: 31.07.2024

v Hills, Hvdarabad - 5000341 Telangana, India

2il: maii@drreddys.com

Y7




Dr.Reddy’s ‘:’

Dr. Reddy's Laboratories |td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND!'A

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUDUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykr: Ketopon™ (xetoponak) pacTBop i BHyTPHBEHHOTO M BHYTPWUMBILIEYHOTO BBeAeHHS, 30 Mr/mn
Batch No / : V240517 Batch Quantity / 2 272727 ampules /
CepHs Ne Oobbem cepuu 272727 amnyn
Analytical Report No / : 890001752129 Date of Analysis / : 31.07.2024

AnanurHueckuii oTuer Ne JlaTa anaan3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JIaTa npou3BO/CTBA T'oaen go

Analysis performed according ND / Ananu3 nposeaen no HJI: JIT1-001365-170222

Page3 of 5/Crp.3u3 5

J‘]l:oo Test / IlokasaTean Results / PesynabTaThl Specification / Hopma
| Any unspecified impurity / 0.06% Not more than 0.20 % / He 6onee
EnuHuyHas HeuaeHTUULH- 0,20 %.
poBaHHAas IPUMECh
Total impurities / Cymma 0.30 % Not more than 1.50 % / He Oonee
npuMeceit 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL}) /
H3Biekaemblii 00bem He menee nHoMuHanbpHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
Bakrepua/bHble <=0.725 ED/mr tromethamine. / He Gonee 5,8 EQ/Mr
IHAOTOKCHHBI KeTOpOoJiaka TPOMETaMHUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JomkeH ObITh
CrepHiIbHOCTD (M1 KAXK0i CTEPWIbHBIM,
15-oii cepun)

‘1;.00 Test / Iloka3aTeinb Results / PesynbTaTh! Specification / Hopma

11 Assay / KonnuecTBeHHoe 29.58 mg/29.58 mr From 270mg to 33.0mg of

onpejecHHE CisHi3NOj3 C4H | 1NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mmr
o 33,0 MI C15H13NO3'C4H11NO3
(keTopoJaka TpOMETaMHH) B 1 MJI.

12 Alcohol content / ITanon 11.85 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBaHuaM HJI 3axawuenne: QJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarororneHo: Santosh [Ipoeepeno: Pawan Kumar Onobpeno: Menemxep / Pykosoauresnb
Kumar Maurya @, 4 Amit Kumar i =3 —

4»— |II Sl
Reprint Date / Reprint Date/ ' Reprint Date / V
Jara: 31.07.2024 Jlara: 31.07.2024 Jara: 31.07.2024

Registered Offi

ce: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCOO4507
www.drreddys.com




Dr.Reddy’s ‘,‘:‘

Dr. Reddy's Laboratories |td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUO®UKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon® (keToponak) pacTBOp AJisi BHYTPHBEHHOTO ¥ BHYTPHMBILIEYHOTO BBE/IeHHs, 30 mr/ma
Batch No / : V240517 Batch Quantity / : 272727 ampules /
Cepus Ne Oo0bem cepHH 272727 amnyn
Analytical Report No / : 890001752129 Date of Analysis / : 31.07.2024
AHaJInTHYecKHi oTyeT No JlaTa apanusa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JaTa npoM3BOACTBA T'onen go

Analysis performed according ND / Anann3 nposeen mo HJI: JI[1-001365-170222

Page4 of S/ Crp.4u3 5

ﬁ: Test / TlokasaTesnnb Results / PesyabTaTsl 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
[To 1 w™Mn B ammoynsl w3 | ina carton pack./
CBETO3aLIUTHOTO crekna | [lo 1 Mo B aMmoynsl 3
kopuuHeBoro kiacca I (USP). B | ¢BeTO3alMMTHOTrO CTEK/IA KOPHIHEBOTO
BEpXHEll YacTH aMOy/bl HAaHECEHBl | MJIM  TEMHO-KODHYHEBOLO  IBETa
KONBLO M TOuka mia pasnoma. Ha | wrmacca I (USP). B BepxHel wacTu
amiiysy HaKJIeMBalOT STUKETKY. aMIynbl HaHECEHBbl KOJBbLO M TO4YKa
[To 10 ammyn ¢ WHCTpyKUMe# mo | i pasnoma. Ha amnyny HakenBaroT
NpUMEHEHHUIO MOMEILAT | ITHKETKY.
B [IBX/antoMuHMEBBIH OIHCTED. ITo 10 ammyn c¢ UWHCTpyKUMell Mo
Mo 1 6aKcTepy B MayKy KapTOHHYIO. | IPUMMEHEHHUIO MTOMEILAOT
B [IBX/antoMuHHEBBIH ONHUCTED.
ITo 1 6nucTepy B Ia4Ky KapTOHHYIO;
Ins  cTauydoHapoB: mo 2, 3, 5
GAKCTEPOB B Ma4Ky KApTOHHY1O.
14 Labelling / MapkupoBka According to ND / B cootBerctBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuiienHom
XpaHeHune OT cBETa MECTe NpH TemIepatype He Bbiile 25 °C. He 3amopaxuBaTs.

Remarks : The Product confirms to ND/

ITpumeuanue: IIpoaykT coorBeTcTBYeT TpeboBaHusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrorosneHo: Santosh% IIporepeno: Pawan Kumar Ono6peno: Menemxkep / PykoBoautesb
Kumar Maurya Y Amit Kumar e
Reprint Date / Reprint Date / Reprint Date / i

Hara: 31.07.2024 Jara: 31.07.2024 Hara: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5060034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mait@drreddys.com

CIN: L85135AP1984PLC00O45D7
www.direddys.com




Dr.Reddy’s “:‘

Dr. Reddy's Laboratories (td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND!A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTU®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hponykr: Ketopon® (keToposiak) pacTBOp Ajisl BHYTPUBEHHOTO M BHYTPUMBIIEYHOTO BBEIeHHs, 30 Mr/mi
Batch No / : V240517 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001752129 Date of Analysis / : 31.07.2024
AnajurHuyecKHif oTuer Ne JlaTa amaau3za
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npon3zBoacTBa T'oxen go

Analysis performed according ND / Ananus nposenen mo H/I: JITT-001365-170222

Page 50f 5/ Crp. 5u3 5

No

Test / Iloka3zaTennb
No

Results / PesynbTaThl

Specification / Hopma

16 Shelf-life / Cpok roanoctn

3 years. / 3 roga.

API name / Haumenoanue ADC:

Ketorolac tromethamine / KeToposjaka TpoMeTaMuH

Homep cepiu cyGcTaHIUH NPOHU3

pogurenst I'JID:

INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /

Howmep cepnu npoussoaurteis ADC: B 006650

FP Manufacturer API Batch number / FEQA00570

Npounseoaurens ADPC, cTpana:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlabopartopuc JIta., UHaus

Remarks : The Product confirms to ND/
ITpumeuanue: Tlpoaykr coorercrByet Tpebosanusaym HII

Conclusion : APPROVED /
akmouenue: OJOBPEHO

JHara: 31.07.2024

Jara: 31.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Monrorosneno: Santosh [posepero: Pawan Kumar Onobpeno: Menemxkep / PykoBomnTterns
Kumar Maurya @__;L__ ¢ /X?,— Amit Kumar ;&J o
Reprint Date / Reprint Date / / Reprint Date / b

Jata: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjzra Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4500 29060, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com
CIN: L85195AP1584PLCD04507

www.drreddys.com




