Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IHpoaykr: Keropon® (xeToposiak) pacTsop Ulsi BHYTPUBEHHOIO M BHYTPHMBILIEUHOTO BBeieHHs, 30 Mr/ma
Batch No / : V210122 Batch Quantity / : 2,30,000 ampules /
Cepus Ne OobBem cepun 2,30,000 amnyn
Analytical Report No / : 890001508833 Date of Analysis / 1 24.02.2021
AHaNHTHYECKH oT4YeT No JlaTa amasu3a

Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023
JlaTa npoH3BOACTBA I'oaen xo

Analysis performed according ND / Asanu3s nposexen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)

Page 1 of 4/ Crp.1n34

1}00 Test / [lokazarennb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanne Clear, colorless  solution. / | Clear, colorless to pale yellow
[po3pauHsbiii, 6eCLIBETHBIA pacTBOP. solution. / TTpo3paunblii, OecLBETHBIH
MM LBE LHU-REN ] bLA pavisup.
2 Identification / The retention times of the main | The retention times of the main peaks
MMoayinHHOCTh peaks in the chromatogram of test | in the chromatogram of test solution
sohttion enrrespand to thase in the | shomld correspond to those in (he
chromatogram of ketorolac | chromatogram of kctorolac
tromethamine and naproxen | tromethamie and naproxen reference
reference standards solution (Assay | standards solution (Assay section) /
section) / BpeMmeHa yzmepxuBaHMs | BpeMeHa yIepKUBaHMsA OCHOBHBIX
OCHOBHBIX NMKOB Ha | NHKOB Ha XpoMaTorpamme
XpomarorpamMme UCTIBITYEMOTO | HWCOBITYEMOTO  pacTBOpa  JOJKHBI
pacTBOpa COOTBETCTBYIOT BPEMEHAM | COOTBETCTBOBAThH BpeMeHaM
yIEPKMBAHUS OCHOBHBIX NHKOB Ha | YIACP)KHBAHHA OCHOBHBIX ITMKOB Ha
XpoMaTorpamMme pacTeopa | XpoMarorpamme pacTBopa
CTaQHAAPTHHIX 00Pa3LoB KETOPOJiaka | CTAHAApPTHBIX OOpa3sLOB KeToponaka
TPOMETaMUHA ¥ HANPOKCeHa (pa3fen | TpoOMeTaMHHa W HarpokceHa (pasgen
«KonmiecTBeHHOE ONpeNeeHe») «KOJI4ecTBEHHOE OTIPEIETTEHNE)

3 Clarity / IIpo3payHocTB Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapaTa He JOKHA PEBbILIATH
OTNAIECHEHUMIO 3TallOHa cpaBHeHus L.

4 Color / llpeTHOCTb 0.03 Abs Not more than 0.20 at 430 nm /

He 6onee 0,20 npy ANMHE BOTHBI
430 M
5 pH 7.29 Between 6.9 and 7.9/6,9 - 7.9

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

[pumeuanue: [Ipoaykt coorBeTcTBYET Tpeboanusm HJI 3axmouenne: OJOBPEHO

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

IMoaroroeneno: Naresh Kumar | ITposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoaureins

@D_ E Rishu Sharma i
& QLT ﬁ%w"‘?
Reprint Date / Print Date / Print Date /
Hara: 24.02.2021 Jlata: 24.02.2021 Hara: 24.02.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Ketopon® (keToposiak) pacTBop A BHYTPUBEHHOTO M BHYTPHUMBbILIEYHOTO BBeeHHs, 30 mr/mi
Batch No / 1 V210122 Batch Quantity / : 2,30,000 ampules /
Cepns Ne O06nem cepuu 2,30,000 amnyn
Analytical Report No / : 890001508833 Date of Analysis / : 24.02.2021
AHanuTHYecKHH oTueT Ne JlaTa ananusa
Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023
JlaTa npou3BOACTBA Tonen no
Analysis performed according ND / Anannas nposenen mo HJI: JIIT-001365-231118 (amend Ne 1 from
14.01,2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)

Page2 of4/Crp.2 nz 4

6 Particulate matter / MexaHU4eCKHe BKJIYEHHS
bA Visible particles / Complies [ Covrrereiye Shonld conrespond (o reyuneinsnds /
BunnmMele yacTHLIBI B ¢OOTBETCTEUM ¢ TPEBOBAHUIMU
6B Invisible particles /
HeBunumble 4acTULIBI:
i. Particles> 10 pm/ 17 Not more than 6000 per ampoule /
YacTHLpl pasMepoM > He 6onee 6000 Ha ammyy;
10 MKM
ii. Particles > 25 pm/ 0.4 Not more than 600 per ampoule /
Y4t 1uiibl pasmepom 2 l1e Gonee 600 11a aMITyITy.
25 MKM
7 Related substances / Poscreensbie upumecn
Impunity A / llpumecs A 0.14% Not more than 0.20 % / He Goiee
0,20 %
Impurity B / ITpumecs B Not Detected Not more than 0.50 % / He Gonee
0,50 %
Impurity C / Ilpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He Gonee
0,50 %
Impurity D / ITpumecs D Not more than 0.20 % / He Gonee
BDL (Disregard Area 1817) 0,20 %
Any unspecified impurity / Not more than U.20 % / He bouee
EavHAYHAA HEUOCHTHDUIIH- 0.05% 0,20 %
pOBaHHad MPUMECD
Total impurities / CymMMa 0.19% Mol wwore han 1.50 % / Il Gomee
npumecen 1,50 %
Remarks : The Product confirms to NTV/ Conclusion : APPROVED /
MpuMeuanue: [poaykr coorserersyel 1pebusanuam HJT Bakawaenune: OJOBI'EIIO
Prepared by / Checked by / Approved by: Manager/Executive /

[oarorosneHo: Naresh Kumar | ITposepeno: Pardeep Kumar | Ono6peno: Menemwgep / PykoBonuresns

@/ " J? : Rishu Sharma ﬂwr

Reprint Date / Print Date / Print Date /
Hara: 24.02.2021 Jara: 21.02.2021 Hara: 24.02.2021
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CERTIFICATE OF ANALYSIS

AHajauTndeckui oryer No

CEPTUDOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon” (keroponak) pacTBop Ajiss BHYTPUBEHHOIO ¥ BHYTPUMbIILEYHOIO BBeAeHH s, 30 mr/mn
Batch No / : V210122 Batch Quantity / : 2,30,000 ampules /
Cepusa Ne Oo6bem cepun 2,30,000 ammnyn
Analytical Report No / : 890001508833 Date of Analysis / 1 24.02.2021

JlaTa aHa/M3a

Date of Manufacture / : Jan
JlaTa npoM3BOACTBA

-2021 Date of Expiry / : Dec-2023
T'ogen po

Analysis performed according ND / Ananu3 nposenen mo HJI: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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KeToponaka TpoMeTaMuH

8 Extractable volume / 1:0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3pnexaeMblil 00bem He menee HoMuHanbHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHble <=0.725E3/Mr tromethamine / He Gonee 5,8 EB/Mr
IHIOTOKCHHBI KETOpOJaKka TpOMETaMUHA

10 Sterility / CTepnabshnocTh Complies / CtepuieH Should be sterile / Ctepunen

11 Assay / KosinuecTBeHHOE ONpeaeenme

a) Ketorolac tromethamine / 29.62 mg / 29.62 Mr From 27.0mg to 33.0mg of

Ci5HisNO;-C4H; 1 NO; (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
o 33,0 Mr C15H13NO3'C4H11NO3
(keToponaka TpoMeTaMMH) B 1 M

b) Sodium chloride / Hatpus 4.35 mg/mL / 4.35 mMr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOpU]L Ot 4,2 mr/mn 1o 4,5 Mr/mn
12 Alcohol content / DTanon 11.62% Between 10.60 % and 12.60 % /

Ot 10,60 % mo 12,60 %

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

[Ipumeuanue: Ilponykt cooTBeTcTBYeT Tpebosannim HJI 3aknayenne: OJJOBPEHO

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

[oarorosneno: Naresh Kumar | ITpoeepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosoaurens
£ Rishu Sharma

Reprint Date / Print Date / Print Date / '

Hara: 24.02.2021 Jara: 24.02.2021 Jara: 24.02.2021
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoayxr: Ketopon® (keToposiak) pacTBOp Juisi BHYTPHBEHHOIO U BHYTPHMBILIEYHOTO BBEACHHMS, 30 Mr/mir
Batch No / : V210122 Batch Quantity / : 2,30,000 ampules /
Cepun Ne O0bem cepuu 2,30,000 amnyn
Analytical Report No / : 890001508833 Date of Analysis / 1 24.02.2021
AnaauTnyeckui oTuer No HMara ananunsa

Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2023
JaTta nponsBoacTBa T'oxen g0

Analysis performed according ND / Auanns nposeaen o HJ: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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13 Packaging / Ynakxopka 1 mL in class I amber glass ampoules 1 mL in class I amber glass ampoules
(USP). A cut ring and point in the | (USP). A cut ring and point in the
upper part of ampoule. A label is | upper part of ampoule. A label is
attached to ampoule. attached to 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
m in a carton pack.
I[To 1 M1 B aMmynbl U3 TEMHOIO
crekna knacca I (UST). B sepxneil | ITo 1 mu B ammyJsiel U3 TCMHOTO CTCKJIa
YyacT¥ aMIlyJibl HaHeceHsl KoJiblo U | kmacca I (USP). B Bepxuell wactu
To4yka Ui pasnoMa. Ha ammyny | ammyiabsl HaHECEHbl KOJNBLO U TOYKa
HAKIIEUBAIOT STUKETKY. 10t paszioma. Ha ammyny HakiieuBaroT
Mo 10 amMnyn ¢ KHHCTPYKLMER TIO | ITHUKETKY.
NpPUMEHEHHUIO nomemarotr | Ilo 10 ammynm ¢ HMHCTpyKUMEH mo
B [1BX/anoMHHEeBEIH OIUCTED. MIPUMEHEHUIO NOMELUAKOT
ITo | Gnuctepy B nauky kapronuyw. | BIIBX/amoMuHueBbii Snucrep.
ITo 1 6mucTepy B Nayky KapTOHHYIO;
LA cTalpoHapoB: mo 2, 3, 5
OGMHCTEPOB B NAUKY KapTOHHYIO.
14 Labelling / MapxkupoBka According to ND / B coorsetrcTenu ¢ HJL.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amumeHHoM
XpaHeHHe OT CBeTa MecTe Mpu TemrepaType He Bolie 25 °C. He 3aMopaxuBarth.
16 Shelf-life / Cpox roaHocTn 3 years/ 3 rona.

Remarks : The Product confirms to ND/
IMpumeuanue: [poaykT cooTBeTcTBYET Tpebosanusm HJI

Conclusion : APPROVED /
3akarouenue: OJOBPEHO

Prepared by /
[Moarorosneno: Naresh Kumar

BL

Checked by /
Ipoeepeno: Pardeep Kumar

o,

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoautens
Rishu Sharma

Reprint Date /
Jata: 24.02.2021

Print Date / N
Jata: 24.02.2021

Print Date /
Jara: 24.02.2021
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