Dr.Reddy’s Q;‘

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

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

CERTIFICATE OF ANALYSIS R
CEPTUOPUKAT AHAJTU3A

| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml __“
| Mponywr: Kerapon™ (ketoponak) pacTBop /s BHYTPHBECHHOTO M BHYTPHMBILIEYHOTD BBEAEHHA, 30 Mr/my
Batch No / : V240516 Batch Quantity / : 272727 ampules /
Cepusn Ne O6bem cepni " 272727 amnya
Analytical Report No / : 890001752128 Date of Analysis / : 31.07.2024 |
AnanuTHYecKHii oTuer No Hata ananunza
Date of Manufacture / 1 06/2024 Date of Expiry / + 05/2027

llaTa OPOH3IBOACTBA

Ilogen g0

Analysis performed according ND / Ananu3 nposeaen no HJL: JITI-001365-170222

Pagelof 6/Cip.1u3 6

Jﬁoo Test / IloxazaTens Results / Pe3yabTaThI Specification / Hopma
1 Description / Onucaumue Clear  colorless  solution. /| Clear colorless to pale yellow solution.
ITpospaunniii GecriBeTHBIHA pacTBop. / Tlpospaunslii GecuBeTHLIN  mmu
CBETJIO-KEJITBIH pacTBOp.
2 Identification / The retention times of the main | The retention times of the main peaks
HoanunuocTh 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
YHAEPXKHBAHUA OCHOBHEIX NMHKOB Ha | YAEpPXXMBAaHHA OCHOBHBIX IIHKOB Ha
XpOMaTOrpamMMe HCIBITYEMOI0 | XpOMaTorpamMme HCITBITYEMOrO
pacTBOpa COOTRETCTBYIOT BpEMEHaM | pacTBOpa AOJDKHBI COOTBETCTBOBAThH
YAEPXHBAHUA OCHOBHBIX ITHKOB Ha | BpPEMEHAM YAEPXKHUBAHMS OCHOBHBIX
XpoMaTorpamme CTAHJAPTHOTO | [THKOB Ha XpoMaTorpamme
pacTBopa KeTopoJiaka TPOMETAMHIIA | CTAHJAPTHOrO PACTBOpPAa KeTopoJlaka

H HaOpoKCeHa (pasmen | TpoMeTaMuHa M HampokceHa (pasmen
«KonHiecTBeHHOE ONpeneNeHUEN) «KonidecTBeHHOE onpeneneHue»)

3 Clarity / ITIpo3paysocTh Complies / CooTBeTcTBYyeT The opalescence of the sample should
not exceed opalescence of reference
suspension L. / OnanecueHus
fIpenapaTa He JOJXKHA [PeBLIUIATh
OMaleCHEHIHIO YTajl0Ha CpaBHeHMs L.

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

He Gostee 0,20 npy JTHHE BOJHBI
430 HM.
5 pH 7.35 From 6.9 t0 7.9./ O1 6,9 no 7.9.

Remarks : The Product confirms to ND/
lprmesanie: TipogywT contreTeTEYET Tpeboraminm HIT

Conclusion : APPROVED /
3awnroucine: OAOLPEHO

Prepared by /
IToaroroeneHo: Santosh

Kumar Maurya &

Checked by /
IIpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Amit Kumar Rt ==

) f.u 3 // -

Reprint Date /
Hata: 31.07.2024

Reprint Date /
Hata: 31.07.2024

Reprint Date / v

Hara: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +S1 40 49Q0 2900, Fax: +91 40 4300 2999, Email: maii@adrreddys.com
CIM: L85135AP1584PLCODA507

wiwww.direddys.

com




Dr.Reddy’s ‘,‘:'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories 1td.
Formulation Unit-6

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

CEPTUPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
HpolykT: Ketopon™ (keToponak) pacTBop A/isi BHYTPHBEHHOTO ¥ BHYTPHMbILIEUHOrO BBEICHHS, 30 Mr/mn
BatchNo / : V240516 Batch Quantity / : 272727 ampules / Bl
Cepma Ne O6bem cepu 272727 amnyn
Analytical Report No / : 890001752128 Date of Analysis / : 31.07.2024
AnauTHyeckuii oryeT Ne JaTa anaansa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JaTa npou3BoACTBA I'ozen xo
Analysis performed according ND / Anann3 nposesen no HJI: JIT1-001365-170222

Page20f6/Cip.2u3 6

JJI:I:) Test / TlokazaTenb Results / Pe3syanTaThl Specification / Hopma
6 Particulate matter / Mexann4yecKHe BKAIOYEHHUS

6A Visible particles /
BuaHUMEBIE 4acTHLIBI

Complies / CooTBeTCTBYET

Should correspond to requitements, /
B cOOTBETCTBHH C TpeOOBaHMAMH.

6B Invisible particles /
HesruguMeIe YaCTHLIBL:

i, Particles> 10 pm/ 26 not more than 6000 per ampoule /
YacTui pazMepoM > He 6onee 6000 Ha amIyy;
10 Mmxm

ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTHUL] pa3sMePOM = He Gonee 600 Ha amnyy.
25 MKM

7 Related substances / PoacTBenHbIe npuMecH
Impurity A / [Ipumecs A 0.15% not more than 0.20 % / He Gonee

0,20 %;

Impurity B / IIpuvecs B

Below LOD (LOD = 0.014 %) /
Hwxe npenena obxapyxenns (11O
=0.014 %)

not more than 0.50 % / He Gonee
0,50 %;

Impurity C / IIpumecs C

Below LOQ (LOQ = 0.033%) /
Hrmxe npenena KOMU4eCTBEHHOTO
onpeaenehus (IIKO = 0.033%)

not more than 0.50 % / ne Gouee
0,50 %;

Remarks : The Product confirms to ND/
Ipunenaiie: [Ipogyir coornerctoyer Tpebonaimam Hll

Conclusion : APPROVED /
2acnovienne: QNABPEHN

Prepared by / Checked by / Approved by: Manager/Executive /
ToaroTosneno: Santosh IIposepeno: Pardeep Kumar | Onobpeno: Menepiep / PyKEEgnm'enL
Kumar Maurya /& J' Amit Kumar Jf__ i f\/,}
Reprint Date / Reprint Date / Reprint Date /

Jara: 31.07.2024 Jara: 31.07.2024 Hara: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjzra Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIM: L85195AP1584PLCO04507

wwiwdireddys.com




Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTHDPUKAT AHAJTHU3A

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

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

Product : /

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

HpoaykT: Keropon™ (ketoponak) pacTsop AJIs BHYTPHECHHOIO M BHYTPHMBILICHHOTQ BBEeHHS, 30 Mr/m
Batch No / 1 V240516 Batch Quantity / : 272727 ampules /
Cepus Ne O6beM cepuu 272727 amniyn
Analytical Report No / : 890001752128 Date of Analysis / : 31.07.2024
AunanprHyecknii order Ne Jarta anaamnsa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
Jara mpoH3BOACTBA I'onen 10
/Analysis performed according ND / Ananus nposejie o HJI: JII1-001365-170222

Page30f6/Cip.3u3 6

J:: Test / IToka3aTelb Results / PesynbTaThbi Specification / Hopma
Impurity D / Tlpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20% / He 6onee |
Hike npegena obuapyxenus (IO 0,20 %.
=0.014 %)
Any unspecified impurity / 0.06% Not more than 0.20 % / He 6omee
EnvHMYBas HeMACHTHOHLM- 0,20 %.
poBaHHas IPUMECH
Total impurities / CymMmma 021 % Not more than 1.50 % / He 6oJee
npumecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Bnekacmelii 00bem He menee HomunanpHoro (1,0 mi)

9 Bacterial endotoxins / <=(0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepHajibHbIe <=0.725 E3/mMr tromethamine. / He 6onee 5,8 E3/mr
IHNOTOKCHHBI KETOpOJIaka TPOMETaMHHA.

10 Sterility (every 15th batch) / NA Must be sterile. / JomkeH OBITb
CrepuabHocTb (0017 Kawaoi CTEPWILHBIM.
15-0¥i cepHH)

Remarks : The Product confirms to ND/
Ipumenanne: Mpoaykt cooTeeTcTRYET TpebopaHmaM HJ{

Conclusion : APPROVED /
Raxmouenwne: OJIORPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Santosh IIpoBepeno: Pardeep Kumar | Ono6peno: Menemxep / PykoBoauresnb
Kumar Maurya y) Amit Kumar L\

<) £ L" : {X( /
Reprint Date / Reprint Date / Reprint Date / °
Jlarta: 31.07.2024 Hara: 31.07.2024 Jara: 31.07.2024

Registered Oflice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mali@drreddys.com
CIM: L85135AP1954PLCOJ4507

www.drreddys.com




Dr.Reddy’s ‘_‘:‘

CERTIFICATE OF ANALYSIS
CEPTUPUHKAT AHAJTH3A

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

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

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

Product : /

I poayKT: Ketopoa™ (keroponakx) pacTsop Ui BHYTPHBEHHOIO U BHYTPHMAIUICHHOIO BECACHHA, 30 Mr/mn
Batch No / : V240516 Batch Quantity / : 272727 ampules /
Cepusa Ne O6bem cepun 272727 amnyi
Analytical Report No / : 890001752128 Date of Analysis / : 31.07.2024
ApanuTHyeckni oryer Ne JlaTa aHann3a

Date of Manufacture / : 06/2024 Date of Expiry / : 0572027

Jara npou3BOACTBA Toaen po

Analysis performed according ND / Auanus nposenen no HJI: JII1-001365-170222

Page40f6/Cip. 4m3 6

1;:) Test / [Toka3aTenb Results / PesynbTaThi Specification / Hopma
11 Assay / KonuvecrBesHoe 29.70 mg / 29.70 Mr From 270mg to 330mg of
onpeaeseHune C1sH13NOs-C4Hy(NO; (ketorolac
tromethamine) per 1 mL. / O 27,0 Mr
mo  33,0mr  CsH;sNO3; C4H; (NO;
(xeTopoaka TPOMETAMUH) B 1 MIT.
12 Alcohol content / ITanou 11.95% From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks : The Product confirms

Tpumeuanne: [TponykT coorercTRYeT Tpebopanuam HJT

to ND/

Conclusion : APPROVED /
Zaxnogenne: OJOBPEHO

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

IToaroroeneHo: Santogh ITpoeepeno: Pardeep Kumar | Ono6peno: Menemkep / PykoBoputesns

Kumar Maurya %ﬁ ,1 Amit Kumar S
<N /

Reprint Date / Reprint Date / Reprint Date / !

Hata: 31.07.2024 Jara: 31.07.2024 Hara: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIM: L85135AP1984PLC0OD4507
www.direddys.com




Dr. Reddy's Laboratories {td.
Q" Formulation Unit-6
’ . Vill. Khol, Nalagarh Road, Baddi,
Dr’ Reddy S e Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHO®HAKAT AHAJIN3A

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

HpoayKT: Ketopon™ (keToponak) pacTBOp il BHYTPHEEHHOTO M BHYTPMMBILIEYHOTO BBE/ICHWA, 30 Mr/ma
Batch No / : V240516 Batch Quantity / : 272727 ampules / f
|Cepns Ne Oo6nem cepun 272727 amnyn
Analytical Report No / : 890001752128 Date of Analysis / : 31.07.2024
AnanurndeckHi oTyer Ne Jlara aHaM3a

Date of Manufacture / : 06/2024 Date of Expiry / 1 05/2027
JaTa npou3soacTBa T'oged no

Analysis performed according ND / Ananus nposenen no HJI: JIT1-001365-170222

Page 5of 6 /Crp.5mz 6

iﬁo Test / IToxasaTean Results / PesyabTathl 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 (UUSP).
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 n 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 wmn B amoynsl u3 | ina cartonpack, /
CBETO3aLLMTHOIO crema | [To 1 w™Mnm B aMoynsl w3
kopHuHeBoro kimacca 1 (USP). B | cBeTO3aIIMTHOrO CTEKJIA KOPHUHEBOTO
BEpXHEH YacTM aMIIynbl HAHECEHBl | WM  TEMHO-KODHYHEBOrO  NBeETa
KONBIIO M Touka ans pasnoma. Ha | wiacca I (USP). B BepxHedt uactv
AMILYJlY HAKIIEHBAKSL JTHKELKY. dM1LYSibi HAHEUCHBL KWIbLO A 1U4KA
[lo 10 ammyn ¢ MHCTpyKLMed mo | 477 pasioMa. Ha amiyny HaKIeuBatoT
MPUMEHEHHIO TIOMEILAKT | STHUKETKY.
B [IBX/anoMunueBbi 6aucTeEp. IMo 10 ammyn ¢ HHCTpYKUMEH IO
o 1 6nucTepy B Ma4Ky KAPTOHHYIO. | MPHMEHEHHUIO OMeaoT
B [IBX/anroMmuHuEeBbI i OGnucTep.
1o 1 6aKcTepy B Na4Ky KapTOHHYIO;
AN cTauMoHapoB: mo 2, 3, 5
HIUCTEPOB B NMaYKy KapTOHHYIO.
14 Labelling / MapxupoBka According to ND / B cootsetctBuu ¢ HIL.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuineHHOM
Xpanenue OT cBeTa MecTe TIpH Temneparype He Bbiue 25 °C. He 3aMopaxuBaTh.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumenaime: Tpogyxr coorsercTnyer Tpeboparminm HJT Jaxmouenne: QJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloproroeneno: Santosh TIposepeno: Pardeep Kumar | OnobpeHo: Menemxep / PykoBoaurens
Kumar Maurya @_’ 7 Amit Kumar A
Reprint Date / Reprint Date / Reprint Date / t
Jara: 31.07.2024 Harta: 31.07.2024 Jlara: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjzara Hills, Hyderabad - 500034, Telangana, india
Tel: +51 40 4900 2900, Fax: +91 40 4200 2999, Email: maii@drreadys.com
CIM: LB5195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories | tg.
S Formulation Unit-6
Dr. Red dy’s ‘... Vill. Khol, Nalagarh Road, Bad dj,
- Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS o,

CEPTHOUKAT AHAJIU3A

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| HTpoayrt: Keropon™ (keToponak) pacTsop A1 BHYTPUBEHHOTO H Bi iyTpHMbiIedHoro BeeaeHitd, 30 Mr/mn
Batch No / : V240516 Batch Quantity / + 272727 ampules /
Cepna Ne O6Bbem cepii 272727 amnyi
Analytical Report No / : 890001752128 Date of Analysis / : 31.07.2024
AnanuTHdeckHii oruer Ne aTa aHAJIH3A

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027

JlaTa npou3BoACTEA Iogen g0

Analysis performed according ND / Aranu3 npoBeacH 0o HJI: JI11-001365-170222

Page 6 of 6/ C1p. 6 3 6

I;,f Test / [Toka3aTesb Results / PesyabTars! Specification / Hopma
16 Shelf-life / Cpoxk roanocTn 3 years. /3 ropa.
—
API name / HanmenoBauue AQC: Ketorolac tromethamine / Ketoposaka TpoMeTaMM
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /
33
Homep cepus nponssonnteas ADC: -
FP Manufacturef API Batch number / FEQA00570
Homep cepui cyderauu nponssoanress LJId:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ilpouseoautenn A®C, crpaHa: II-p Penunu'c JlaGopatopuc Jita., Mupus

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

[Ipumeuanue: [Tponykr cootsercrayer tpeboanuam HII Zaxmwouenne: OJOSPEHO

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

IToarotosneHo: Santosh @f Iposepeno: Pardeep Kumar | Ono6pero: Menemkep / PykoBoAuTEND
a i - e

Kumar Maury Tt QL/" Amit Kumar A=

Reprint Date / Reprint Date / Reprint Date/ '

Jara: 31.07.2024 Iara: 31.07.2024 Jara: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjzra Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drredays.com
CIM; L85195AP1584PLCO04SD7
wiwww.direddys.com




