Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

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

CEPTHOUKAT AHAJIN3A Distt. Solan, H.P.,, 173 205, INDIA
01ﬁ£ Erﬂr'11 o]

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular \WE&'HL Ndi gg U ml

Ipoaykr: Keropon™ (ketoponak) pacTeop /11 BHYTPHBEHHOIO H BHYTPHMBILIEUHOTO BBELCHHS, 30 Mr/mi
Batch No / 1 V220294 Batch Quantity / : 209090ampules /
Cepusa Ne O6bem cepuu 209090 ammyn
Analytical Report No / : 890001590169 Date of Analysis / : 09.05.2022
AHAJIHTHUYCCKHIT oTdeT No Hara ananuza

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
JlaTra npoussoacraa I'onen no

Analysis performed according ND / Ananns nposesen mo HJI: JIT1-001365-170222

Page1of4/Crp.1n34

i,oo Test / ITokazatenn Results / Pe3ynbTaTe! Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.
IIpo3pauHslii 6ecLBeTHbII pacTBOp. / Tlpo3pauHblii 6eclBETHBII MITH
CBETIIO-KETHIH pacTBop.
2 Identification / The retention times of the main | The retention times of the main peaks
IoannuuocTh 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
YIACPXKHMBaHUA OCHOBHBIX IIMKOB Ha | YHEp)KMBaHHWA OCHOBHBIX IIHKOB Ha
XpoMaTorpamme UCHBITYEMOIO | XpoMarorpamme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM | DPAcTBOpPa MOJKHBEI COOTBETCTBOBATH
YACPXKHMBaHHS OCHOBHBIX NHKOB Ha | BpPEMEHaM YAEPKUBAHHMA OCHOBHBIX
XpoMaTorpamme CTaHAApPTHOTO | IHKOB Ha XpoMaTorpaMme
pacTBopa KeToposiaka TpOMETAMHMHA | CTAHIAPTHOTO PAcTBOPA KeTOpoJaka
U HanpoKceHa (pasmen | TpoMeTaMHHa M HanpokceHa (pasfen
«KonuyecTBeHHOE OnpeieNeHHE) «KonmuecTBeHHOE OMpeseieHreE)

3 Clarity / Ilpo3pauynocts Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuenius
npemnapara He AO/DKHA NPeBbILIaTh
OMaJieCUEHIIUIO ATANOHa CpaBHenus 1.

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

He 6oxee 0,20 npyu AJIMHE BOJHBI
430 um.

5 pH 7.26 From 6.9 t0 7.9./ 01 6,9 no 7,9.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumenanue: Ipoaykr cooteTcTBYET TpebGoBanmsam HJI 3axauenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Ioarorosneno: Naresh Kumar

§

Ilposepeno: Pardeep kumar

.

Onobpeno: Menemkep / Pykosonurens

Pawan Kumar /’%}/

Reprint Date /
Hara: 09.05.2022

Reprint Date /
Hara: 09.05.2022

Reprint Date /.
Jara :09.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2998, Email: mail@drreddys.com
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Product ; / Ketorol (Ketorolac) solution for intravenous and intramuscular mgﬁfg’é“g

IIpomyxr: Keropon™ (keToposak) pacTBop /uisi BHYTPUBEHHOrO W BHYTPUMBILIEYHOTO BBeAEHH)S, 30 MI/Mmin
Batch No / 1 V220294 Batch Quantity / : 209090ampules /
Cepus No O0nem cepun 209090 amnyn
Analytical Report No / : 890001590169 Date of Analysis / : 09.05.2022
AHanuTHYecKHH oTueT Ne Jara ananm3za

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

Jarta npounsBoacTea I'open 1o

Analysis performed according ND / Ananns nposeaen mo HJI: JITI-001365-170222

Page 2 of 4/ Crp. 2 n3 4

6 Particulate matter / MexanuvecKkue BKIIOYEHUS

6A Visible particles /

Bugymble 4acTHlpI

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cooTBeTcTBHHU C TPeOOBAHUIMA.

6B Invisible particles /
HeBumHMEBIe YacTHIIBL:

i. Particles> 10 pm / 48 not more than 6000 per ampoule /
YacTuy pasmepom > He 6onee 6000 Ha amyny;
10 MxM
ii. particles > 25 pm/ 02 not more than 600 per ampoule /
YacTHUI[ pa3MepoM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PogcTBennble npumecu
Impurity A / IIpumecs, A 0.14 % not more than 0.20 % / He Gomee
0,20 %;
Impurity B / Ilpumecs B ol L CIoDanspkery not more than 0.50 % / He Gonee
0,50 %;
Impurity C / ITpumecs C ﬁ;i;;ﬁznktgﬁéézgﬂ:oor'g i‘;;/;)lé Jiﬂ):: not more than 0.50 % / ue 6Goiee
(TIKO = 0.033 %) 0,50 %;
Impurity D / [Tpumecs D Below limit of detection (LOD = 0.014 %) / not more than 0.20 % / He Gonee
Hike pesena KoNHIecTBEHHOTO 0,20 %.
onpeaenequ (ITKO = 0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6Goinee
EnuHu4Has HeWIeHTU(HUIH- 0.07% 0,20 %.
POBaHHasI IPUMEChH
Total impurities / Cymma 0.22 % Not more than 1.50 % / He Gonee
npuMecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

WUsenekaemslii 00Lem

He menee HoMmuHansHoro (1,0 M)

Remarks :

The Product confirms to ND/
IIpumeuanne: IlponyxT cooTBeTcTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Prepared by /
IToarorosieno: Naresh Kumar

< -

Checked by /
IIporepeno: Pardeep kumar

<[ -

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoaurens

Pawan Kumar ’)?_‘

Reprint Date /
Jara: 09.05.2022

Reprint Date /
Hara: 09.05.2022

Reprint Date /
Hara :09.05.2022
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Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscular HURRPRS AL mgml o

IpogykT: Keropon" (keroponak) pactrop ns BHYTPHBCHHOI0 M BHYTPHMBILLIEYHOTO BBeAeHUS, 30 Mr/mMn
Batch No / : V220294 Batch Quantity / : 209090ampules /
Cepus Ne O0beM cepun 209090 amnyn
Amnalytical Report No / : 890001590169 Date of Analysis / : 09.05.2022
AHaTMTHYECKHH oT4eT No Hdara ananunza
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
Jara nponsBojcrea TI'osen a0
Analysis performed according ND / Anasms nposesen mo HJI: JIIT-001365-170222
Page3 of4/Crp.3 u3 4
9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
Bakrepnanbubie <=0.725 EQ/mr tromethamine. / He 6onee 5,8 ED/Mr
IHIAOTOKCHHBI KeTOpoJIaka TPOMETaMHUHa.
10 Sterility (every 15th batch) / Complies / Crepuien Must be sterile. / JlomxeH 6bITh
CTepuIbHOCTB (11 KaKN0i CTEPUIILHBIM.
15-0ii cepum)
11 Assay / KosninuecrBenHnoe 29.67mg / 29.67Mmr From 27.0mg to 33.0mg of
onpeneeHue CsH1aNOj3 C4H11NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pie] 33,0 Mr C15H13N03'C4H11NO3
(keToporaka TpoMeTaMKH) B 1 M.
12 Alcohol content / tanon 11.73 % From 10.60 % to 12.60 %. /

Ot 10,60 % mo 12,60 %.

Remarks : The Product confirms to ND/
[Ipumeuanue: [TpoaykT coorseTcTayeT Tpebopanmsam HJJ

Conclusion : APPROVED /
3akmogenne: OJIOBPEHO

Prepared by /
IToarorosneno: Naresh Kumar

@

-—

Checked by /
I[IposepeHo: Pardeep kumar

< _

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens
Pawan Kumar

Reprint Date /
Hara: 09.05.2022

Reprint Date /
Hara: 09.05.2022

Reprint Date /
Hata :09.05.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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Distt. Solan, H.P., 173 205, INDIA
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular Hiseteasdd0 ag(ml
Ipoaykr: Kertopon™ (keToponak) pacTeop juisi BHYTPHBEHHOTO U BHYTPHMBIILEUHONO BBEACHHS, 30 Mr/m
Batch No / 1 V220294 Batch Quantity / : 209090ampules /
Cepus Ne O6bem cepun 209090 amnyn
Analytical Report No / : 890001590169 Date of Analysis / : 09.05.2022
AnaJuTHYecKHii oTuer No JlaTa ananuza
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
Jara mpoussogcTrea I'ogen 1o
Analysis performed according ND / Ananu3z nposegen o HJI: JITT-001365-170222
_ Page4 of4/Crp.4 u3 4
13 Packaging / Ynakoeka I 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
I[lo 1 wMn B ammynst w©3 | ina carton pack./
CBETO3AIIUTHOTO crexia | [lo 1 Mo B aMmoyasl 3
kopuynesoro xiacca I (USP). B | cBeTO3amUTHOrO CTEKIa KOPUYHEBOTO
BCPXHEH YaCTH aMIlylb! HAHECEHBI | WIM  TEMHO-KOPHYHEBOIO  I(BETa
KONbIIO W TOYKa InsA pasmoMa. Ha | kmacca I (USP). B Bepxmeii uactu
aMITyJly HaKJIE€HBaIOT ITUKETKY. aMITyJIbl HaHeceHbl KONbLO W TOYKa
ITo 10 ammyn ¢ uHCTpykuMeH no | s pasnoma. Ha aMmyny HakJIeHBarOT
NPUMEHEHUIO MOMEIIAOT | 3THKETKY.
B [IBX/amomMuHueBbIif GIIHCTED. ITo 10 ammyn ¢ UWHCTpYKLIMEH 110
ITo 1 GnucTepy B Mauky KapTOHHYIO. | MPUMEHEHHIO MOMeLaloT
B [IBX/anmoMuHueBsIN GiHCTeED.
ITo 1 6nmcTepy B Mayky KapTOHHYIO;
JUld  cTallMOHapoB: mo 2, 3, 5
OIHCTEPOR B NaYKy KapTOHHYIO.
14 Labelling / Mapkupogeka According to ND / B cootBerctBru ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuimennom
XpaHeHue OT CBETa MeCTE Npu TeMIiEpaType He Brlle 25 °C. He 3aMOpaXHUBaTh.
16 Shelf-life / Cpok roasoctn 3 years. / 3 ropa.

Remarks : The Product confirms to ND/
[Tpumeuanue: Ipoaykr cooTBeTcTRYeET TpeboBanmam HJT

Conclusion : APPROVED /
Sakmouenue: OJOBPEHO

Prepared by /
IMoaroroeneno: Naresh Kumar

3

Checked by /
ITposepeHo: Pardeep kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoroaurens
Pawan Kumar '

A4

Reprint Date /
Hara: 09.05.2022

Reprint Date /
Hara: 09.05.2022

Reprint Date /
Hata :09.05.2022
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