Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A
Product ; / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keTopornak) pacTBop Ajist BHYTPUBEHHOTO M BHYTPMMBILIEYHOTO BBEASHHUS, 30 MI/MIT
Batch No / : V210617 Batch Quantity / : 2,09,000 ampules /
Cepus Ne Oo6bem cepun 2,09,000 ammyn
Analytical Report No / : 890001532862 Date of Analysis / : 30.06.2021
AHannuTHYecknii oTyer Ne JlaTa anauza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa npou3BoacTBA I'omen no
Analysis performed according ND / Ananu3 nposeaen o HJI; JIIT-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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Nn MB Q . D
Ne Lest / Hukasa e
1 Description / Onmcannce

Results / Pesyaururpt

Clear  colorless  solution.  /
[IpospayHbI, GECUBETHBIA pacTBOP.

Specllicailon / Hopmu

Clear, colorless to pale  yellow
solution. / Tpo3paunslii, GECUBETHEIH
IUTH CBCTAO=ACITHI PACTBOP.

2 Identification /
IoanuHHOCTL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen
reference standards solution (Assay

gection) / Bpemeua yaepupalliin
ULHUBHbIX HHUKRUB Hd
Xpomarorpamme HCIIBITYEMOTO

PULTUUPY CUU LU LBYIUL DPUAULIURM
YICPKUBAHUA OCHOBHBIX ITHKOB Ha
XPOMATorpamMme pacTBopa
CTAHAAPTHEIX O0PA3LOB KETOPONAKA
TPOMETaMHUHA M HAIPOKCeHa (pa3fien
(K onIrooTDOIII0 e ONPOICNOIIIIO))

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen reterence
standards solution (Assay section) /
Bpemenia  ynepikupaliiin - OCHODIILIX
HUKUB Hd XpUMA UL PAMME
UCMIBITYEMOr0  pacTBOpa  JOJDKHbBI
CUULULTUIBULLTL BPURULILL
YAEPXKUBAHUA OCHOBHBIX TNHKOB Ha
XpomaTorpaMmme pacTeopa
CTAIAAPTULIX 03Pa3loB KeToponaka
TpOMeTaMuHa U HanpokceHa (pa3nen
«I{oNmIrIo0TDOIIIN0 OMPO/OIOIIIO))

3 Clarity / Ilpo3payHocTh

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnaneciieHIus
npenapara He HOJIXKHA MPEBBILIATh
OMaJjieCLIeHIIUIO 3TaJIOHa cpaBHeHus L.

4 Colar / TIreTHOCTH 0.03R Ahs Nat mare than 0 20 at 430 nm /
He 6onee 0,20 mipu AnvHE BOJIHBI
430 um

5 pH 7.32 Between 6.9 and 7.9/6,9 -7.9

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT coorBeTcTBYeT TpeboBanuam HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarortorneno: Pardeep Kumar

= —

Checked by /

Approved by: Manager/Executive /

Ilpoepeno: Himesh Kumar | Onobpeno: Menemxep / Pykosonutens
e
QE/J\J Pawan Kumar ]

Reprint Date /
Hara: 30.06.2021

Print Date /
Jara: 30.06.2021

Print Date /
Jara: 30.06.2021

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

CIN: L85195AP1984PLC004507
www drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykrT: Ketopon® (keToponak) pacTBOp Ajist BHYTPHBEHHOIO U BHYTPHMBILIEYHOTO BBEAEHHs, 30 Mr/mil
Batch No / : V210617 Batch Quantity / : 2,09,000 ampules /
Cepns Ne O6beM cepum 2,09,000 ammyn
Analytical Report No / : 890001532862 Date of Analysis / : 30.06.2021
AHaldTHYeCKHIT oTYeT Ne JlaTa anaJn3za

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JaTa npousBoacTea Tonen no

Analysis performed according ND / Ananus nposeaen mo HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 or 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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6 Particulate matter / Mexann4eckue BKJIIOYeHUSA
6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements /
Bupumble 4acTHIBL B cooTBeTcTBHM ¢ TpeOOBaHUAMHU
6B Invisible particles /
HeBuanumble YacTHLBL:
i. Particles> 10 pm/ 11 Not more than 6000 per ampoule /
YacTHIBl pa3MEPOM > He bonee 6UVV Ha amMnyay,
10 MxM
ii. Particles>25 pm/ 0.3 Not more than 600 per ampoule /
YacTHLibl pasMepoM > He 6onee 600 Ha aMnyny.
25 MKM
7 Related substances / PoancTBeHHbIe NpUMecH
Impurity A / Ilpumecs A 0.15% Not more than 0.20 % / He 6onee
0,20 %
Lnpuiity B / Hpumees B Mot Detected Nut wuie hau 0.50 % / Ile Guice
0,50 %
Impurity C / Ilpumecs C Less than LOO (0.033% Not more than 0.50 % / He 6osee
ess than LOQ (0. 0) 0.50 %
Impurity D / Tlpumecs D Not more than 0.20 % / He Gonee
BDL (Disregard Areal841) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He Gonee
EnuHuvHas HeuaeHTUQUUH- 0.06% 0,20 %
pOBaHHas IIpUMech

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: I[IpomykT cooTBeTcTBYET TpeOoBaHusaM HJI 3akmouenune: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Hoaroroeneno: Pardeep Kumar | INpoeepeno: Himesh Kumar | Onobpeno: Menemxkep / Pykoeoautens

-— 'i:\ d/"’"o Pawan Kumar X_‘__'

Reprint Date / Print Date / Print Date / ’
Jlara: 30.06.2021 Jlara: 30.06.2021 Jlara: 30.06.2021
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular in jections, 30 mg/ml
IIpoayxkr: Keropon® (ketoponak) pacTeop mis BHYTPUBEHHOTO U BHYTPHMBIILIEYHOTO BBesieHus, 30 Mr/Ma
Batch No / : V210617 Batch Quantity / ¢ 2,09,000 ampules /
Cepusa No Oobwem cepun 2,09,000 amnyn
Analytical Report No / : 890001532862 Date of Analysis / : 30.06.2021
AHaqauTHYeCKuii oTueT Ne HaTta ananuza

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
laTta npon3BojcTea I'onen o

Analysis performed according ND / Anasnus nposegen mo HJ[: JITI-001365-231118 (amend No 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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HUzBnexaeMblii 06bem

9 Bacterial endotoxins /
bakrepnanbHble
AU LOKEHHK

Total impurities / Cymma 0.26% Not more than 1.50 % / He 6onee
npumeceit 1,50 %
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee Homunanssoro (1,0 mn)

<=(}.725EU/mg /
<=0.725E2/mMr

Not more than 5.8 EU/mg of ketorolac
tromethamine / He Gonee 5.8 ER/Mr
KeTOpoNaKa TpOMCTAMIHA

10 Sterility / CrepuabHocTs

Complies / Crepunen

Should be sterile / Crepunen

b) Sodium chloride / Harpus
XJTOpUI

11 Assay / Konu4ecTBeHHOE onpeaesieHne
a) Ketorolac tromethaming / 30.06 mg /30.06 m From 270mg to 33.0mg of
KeTapnnaka TpoMeTaMus ClI;sMNOy Cyll) MO, (keturulay

4.40 mg/mL / 4.40 mr/mn

tromethamine) per 1 mL / Ot 27,0 Mr
1o 33.0mr CisHisNOs C4H 1 NOs
(keToponaka TpoMeTaMuH) B 1 M

Between 4.2 mg/mL and 4.5 mg/mL /
Ot 4,2 mr/mn 1o 4,5 Mr/man

12 Alcohol content / ITanou

11.67%

Between 10.60 % and 12.60 % /
Ot 10,60 % mo 12,60 %

Remarks : The Product confirms to ND/
[Ipumeuanne: Tpoaykr cooTseTcTByeT Tpebopanusm HJT

Conclusion : APPROVED /
3axaouenue: OJOBPEHO

Prepared by /

[

IMoaroroeneno: Pardeep Kumar

Checked by /
IMpoeepeno: Himesh Kumar

o L

Approved by: Manager/Executive /
Opobpeno: Meunemwxkep / Pykooaurens
Pawan Kumar

Reprint Date /
Hara: 30.06.2021

Print Date /
Tlara: 30 06 2071

Print Date /
Hara: 30.06.2021
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykrt: Keropon® (keroponak) pacTBop 4jisi BHyTPUBEHHOTO ¥ BHYTPUMBIIIIEUHOTO BBEeHHs, 30 Mr/mn
Batch No / : V210617 Batch Quantity / : 2,09,000 ampules /
Cepus No Oo0Bem cepun 2,09,000 ammnyn
Analytical Report No / : 890001532862 Date of Analysis / : 30.06.2021
AnanuTndeckuii oruer Ne JMara ananuza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024
JlaTa npoun3BoacTBa I'onen no

Analysis performed according ND / Ananu3 nposegen no HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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13 Packaging / YnakoBka I mL in class 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 tn ampoule attached tn ampanle
10  ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leafletin a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;

1 blisters 1n a carton pack. For in-patient facilities: 2, 3, 5 blisters
1 in 4 catlon pack.
Ifo 1 M1 B aMmynsl U3 TEMHOIO
crekna knacca I (USP). B sepxueit | Ilo 1 M B aMmyJibl U3 TEMHOIO CTEKIIa
UAGTH AMITY T TIATeeeTd komhiio W | knacea T (TISPY R mepywedi uactw
TOYKa [ pasaoma. Ha amnyny | aMmynsl HaHeceHBI KOJBLIO M TOYKA
HaKIJICUBAIOT ITHKETKY. 114 paznoMa. Ha amnyny HakieuBaroT
[lo 1) amnyin ¢ WHETPYRIIMGH 7In | ATHKCTRY
MIPUMCHCHHIO noMewaot | Ilo 10 amMmyn ¢ UHCTpYKOMEH 1o
B [IBX/antoMuHueBblii 61ucTep. NPUMEHEHUIO MOMEILAoT
[lo 1 Gnuctepy B mauky kapToHHyoo. | B [IBX/amoMuHHeBBIH OaucTep.
ITo 1 6nucTepy B mavyky KapTOHHYIO;
Uld  cTauMoHapos: mo 2, 3, 5
GIMCTEPOB B NAYKY KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootBetcTBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aimunmessom
XpaHeHue OT CBETa MeCTe NpHU TemIeparype He Boiule 25 °C. He 3aMopakuBats.
16 Shelf-life / Cpok rogHocTu 3 years /3 rona.

Remarks : The Product confirms to ND/
[Ipumeuanue: ITponykT cooTBeTcTBYET TpebopanussM HJT

Conclusion : APPROVED /
3akmwuenue: OJOBPEHO

Prepared by /
Honrororneno: Pardeep Kumar

=

Checked by /
IIposepeno: Himesh Kumar

N -

Approved by: Manager/Executive /
Onobpeno: Meunemxkep / PyKOBOIUTEND
Pawan Kumar

o

Reprint Date /
Jara: 30.06.2021

Print Date /
Hara: 30.06.2021

Print Date /
Jara: 30.06.2021
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