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

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTU®UKAT AHAJIM3A  Distt. Solan, H.P, 173 205, INDIA
Tal - 101 Q01 CENN1 A2
Product : / Ketorol (Ketorolac) solution for intravenous and 1ntramusc%@é§%§%émfﬁg7&l
Hpoaykr: Ketopon® (keToponak) pacTBop [uisi BHYTPHBEHHOTO M BHYTPUMBIIIEYHOTO BBEACHHS, 30 Mr/mn
Batch No / 1 V220245 Batch Quantity / : 209000ampules /
Cepnsa Ne Ob6nem cepun 209000 amrmyst
Analytical Report No / : 890001585944 Date of Analysis / : 13.04.2022
AHanuTHYecKHH oTUeT No Jara anaausza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JlaTa npon3BoacTBa TI'ogen go
Analysis performed according ND / Ananus nposeaen o HJI: JII1-001365-170222

Page 1 of4/Crp. 1u3 4

IMoarorosneno: Naresh Kumar |

&

-

[IpoBepeno: Pardeep Kumar

1;_00 Test / IlokazaTesb Results / PeyabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless solution. / | Clear colorless to pale yellow solution.
[Mpo3paunslii 6ecuBeTHbII PacTBOp. / Tlpo3paunblif 6ecLBETHBIH MK
CBETJIO-KENTHIH pacTBop.

2 Identification / The retention times of the main | The retention times of the main peaks
HopnnHHOCTE 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) / BpemeHa
yIOEP)KHBAaHUSA OCHOBHBIX IHKOB Ha | YNEp)KUBAaHUA OCHOBHBIX IIHKOB Ha
XpoMaTorpaMmme HCTIBITYEMOTO | XpOMaTorpamme UCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT BPEMEHaM | pacTBOpa JOJDKHBI COOTBETCTBOBAThH
YIOep)KUBaHUsA OCHOBHBIX IIMKOB Ha | BpeMEHaM YAEPXKHUBAaHMA OCHOBHBIX
XpoMaTorpaMmme CTaHOapTHOIO | MHKOB Ha XpoMaTorpamme
pacTBopa KeTopoJyiaka TPOMETaMHMHa | CTaHAApTHOIO PacTBopa KeTopoJsiaka
H HampoKCceHa (pa3men | TpomeTaMHMHa W HampokceHa (pasmen

«KonmyecTBeHHOE OTIpe/IeNIeHHEY) «Kon4ecTBeHHOE OTIpeNeIEHUe)

3 4 Clarity/ IlpospayHocTh Complies / CooTBeTcTBYeET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OmanecueHus
npenapara He AOJDKHA NPEBbIILATh

‘ OFaNeCIEHIHIO STATOHA CpaBHEHHs 1.

4 Color / llBeTHOCTH 0.03 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu ZIMHE BOJIHBI
430 um.

5 pH 7.32 From 6.9t07.9./0T16,9 no 7,9.
Remarks : The Product confirms to ND/ Conclusion ;: APPROVED /
Ipumeuanwue: IIpoaykr cooTseTcTBYET TpeboBanusam HJI 3akmouenne: QJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Onobpeno: Menemxkep / P-}’hOBO,[lHTE.Tlh
Pavan Kumar Sharma

Reprint Date /
Jara: 13.04.2022

Reprint Date /
Hara: 13.04.2022

Reprint Date /
Hara: 13.04.2022

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: L85195AP1584PLC004507
www.drreddys.com
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Product:/  Ketorol (Ketorolac) solution for intravenous and 1ntramusc%w@g‘§gggp§cgg, mg/ml

Ipoaykr: Ketopon® (ketoponak) pacTBop A BHYTPUBEHHOrO M BHYTPUMbILICYHOTO BBeACHHA, 30 MI/Mn
Batch No / 1 V220245 Batch Quantity / : 209000ampules /
Cepus Ne O0bem cepun 209000 amnyn
Analytical Report No / : 890001585944 Date of Analysis / : 13.04.2022
ApamuTudeckuii oruer Ne JlaTa anaausa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

JaTa npou3BoACTBA I'ogen no

Analysis performed according ND / Auanu3 nposeaen no HJI: JIT1-001365-170222

Page 2 of 4/ Crp. 2 u3 4

IMpumeuanue: [Tpoaykr coorBeTcTBYET TpeboBanmaM HJI

6 Particulate matter / MexaHu4ecKHe BKJIIOYEHHUS
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
BuauMbIe 4acTHIIBI B cooTtBercTBHH C TpeGOBaHUAMHY.
6B Invisible particles /
HeBuauMbIe YaCTHIIBI:
i. Particles> 10 pm/ 52 not more than 6000 per ampoule /
YacTul pazmMepoM > He 6osee 6000 Ha ammyiy;
10 MM
ii. particles > 25 pm/ 02 not more than 600 per ampoule /
YaCTUL[ pa3MEPOM > He 6osiee 600 Ha ammmyy.
25 MKM
7 Related substances / PoacTBeHHble NpuMecH
Impurity A / Ilpumecs A 0.14 % not more than 0.20 % / He Oonee
0,20 %;
Impurity B / Ilpumecs B pisttEel e LR SE O not more than 0.50 % / He Gonee
0,50 %;
. Less than LOQ (LOQ = 0.033 %) / Hike
Impurity C / Ilpumecs C APC/IETa KOMAYECTBEHHOTO ONpEENeHI not more than 0.50 % / He Oonee
(TIKO = 0.033 %) 0,50 %;
Impurity D / [Ipumecs D Below LOD (LOD = 0.814 %) / Hinke not more than 0.20% / He 6onee
npenena obuapyxenns (10 = 0.014 %) 0,20 %.
Any unspecified impurity / 0.12% Not more than 0.20 % / He 6onee
Enunuvunas HengeHTUOHUIY- 0,20 %.
pOBaHHAs IPUMECH
Total impurities / Cymma 0.26 % Not more than 1.50 % / He 6onee
npumeceit 1,50 %.
8 Extractable volume / 1.1ml/ 1.1 mn Not less than label claim (1.0 mL) /
H3BnekaemMblit 00Lem - He menee nomunansHoro (1,0 mi)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3axkawuyenne: OJJOBPEHO

Prepdred by /
Hoarorosneno: Naresh Kumar

et

Checked by /
IposepeHo: Pardeep Kumar

=

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pvmmﬂmenb

Pavan Kumar Sharma ., ————

Reprint Date /
Jara: 13.04.2022

Reprint Date /
Mara: 13.04.2022

Reprint Date /
Jlarta: 13.04.2022

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

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTU®UKAT AHAJIU3A Distt. Solan, H.P., 173 205, INDIA

Product : / Ketorol (Ketorolac) solution for intravenous and intramusc%méégéﬁg CJ@, Wng ml
IIpoayxr: Ketopon® (keToponak) pacTBop JUisi BHYTPUBEHHOTO W BHYTPUMBIIIEUHOTO BBEACHHS, 30 Mr/mi
Batch No / 1 V220245 Batch Quantity / : 209000ampules /
Cepus Ne O0nem cepun 209000 ammyn
Analytical Report No / : 890001585944 Date of Analysis / : 13.04.2022
AHanTuTHYeCKHH oTueT No JaTa ananmnza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JlaTa npou3BoCTBA I'onen 1o
Analysis performed according ND / Ananus nposeaen mo HJI: JIT1-001365-170222
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9 Bacterial endotoxins /
BakrepuanbHbie
IHAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 ED/mMr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/Mr
KETOpOJiaka TPOMETaMUHa.

15-oii cepun)

10 Sterility (every 15th batch) /
CrepunbHOCTD (MUIs1 KaXAOH

Sterile / Crepunen

Must be sterile. / JlomkeH ObITh
CTEpHUIIbHBIM.

INpumeuanue: [Ipoaykt cooTBeTcTBYeT TpeboBanusm HJI

11 Assay / KosimuecTBeHHoe 29.68 mg/ 29.68 mr From 27.0mg to 33.0mg of
onpeaeieHUe CisH13NO3  C4H11NOs (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
pi(s] 33,0 MTI C|5H13NO3'C4H|1NO3
(keTopoaka TpOMeTaMHH) B 1 mu1.

12 Alcohol content / ITtanon 11.73 % From 10.60 % to 12.60 %. /
0Ot 10,60 % no 12,60 %.

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

3axkmouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Naresh Kumar

-

Checked by /
IIpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pyxoaomrrenb
Pavan Kumar Sharma _ 1 s

Reprint Date /
Jarta: 13.04.2022

Reprint Date /
Hara: 13.04.2022

Reprint Date /
Hara: 13.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Badd,i,
CEPTUDPHKAT AHAJIU3A Distt. Solan, H.P., 173 205, INDIA

Product : /

. 001 OOV CEON A7
T g Tuog

Ketorol (Ketorolac) solution for intravenous and 1ntramusc%mﬁctagg;,c Uﬂ; mg/ml

Ipoaykr: Ketopon® (keToposnak) pacTBOp JUTsl BHYTPUBEHHOIO U BHYTPUMBILIEYHOIO BBEIeHHs, 30 Mr/mi
Batch No / 1 V220245 Batch Quantity / : 209000ampules /
Cepus Ne O6bem cepHu 209000 amnyn
Analytical Report No / : 890001585944 Date of Analysis / : 13.04.2022
AHanuTHYECKHI oT4eT No JlaTa anHajansa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

Jata mpon3zBoacTBa T'ogen go

Analysis performed according ND / Ananns nposegen no H/I: JIT1-001365-170222

Page4 of 4/ Crp. 4u3 4

IToarorosneno: Naresh Kumar

b

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
Ilo 1 w~Mn B ammoynsl wu3 | ina carton pack./
CBETO3ALUUTHOTO crekna | ITo 1 wmin B aMOoynsl U3
kopmyHeBoro kyacca I (USP). B | cBETO3aIMTHOIO CTEKJIa KOPHYHEBOIO
BepxHedl 4acTH aMIyjbl HaHeCeHHl | WM  TEMHO-KOPHYHEBOTO  IIBETA
KOJIBLIO M Touka mia paznoma. Ha | kmacca I (USP). B Bepxneit wactu
aMITyJTy HaKJIEHBAIOT ITUKETKY. aMImyJibl HaHEeCEHBl KOJbLO M TOYKa
ITo 10 ammyn ¢ uHcTpykumeil mo | Ams pasnoma. Ha ammyny HakjeHdBaroT
NPHMEHEHUIO HOMEILAIOT | 3THUKETKY.
B [IBX/amoMunueBbiii Guctep. IIo 10 ammyn c¢ uHCTpyKUMWeH IO
Mo 1 6aucTepy B Ma4Ky KAPTOHHYIO. | NPUMEHEHHIO HOMEIAIOT
B [IBX/amomMuHueBbIi 61HCTED.
Mo 1 6nuctepy B NauKy KapTOHHYO;
Ui CcTauMoHapoB: mo 2, 3, 5
6nuCcTEpOB B NaUKy KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootsetcTBuu ¢ H/I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amumesHoM
XpaHeHue OT cBeTa MecTe IpH Temnepatype He BiiLe 25 °C. He 3amopaxuBats.

16 Shelf-life / Cpok roasocTtn 3 years. / 3 rona.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: ITpoayKT cooTBeTCTBYET TpeboBanusam HJI 3akmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IIporepeno: Pardeep Kumar Onobpeno: Menemxep / Pymﬁo,am*enb
Pavan Kumar Sharma ~ !;/ o

Reprint Date /
Hara: 13.04.2022

Reprint Date / Reprint Date /
Jlata: 13.04.2022 Jara: 13.04.2022

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
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