Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTHOHNKAT AHAJIM3A

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

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

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular {éeATESHE S0 ml

Hpoaykr: Keropon" (keToponak) pacTeop Aisi BHYTPMBEHHOTO U BHYTPHMbILICHHOTO BBEACHHNSA, 30 MI/mA
Batch No / : V220605 Batch Quantity / 1 272727 ampules /
|Cepusi Ne O0bem cepuu 272727 amnyn |
Analytical Report No / : 890001612358 Date of Analysis / : 31.08.2022
AHanuTHyeckuii oryer Ne JlaTa aHau3a -
Date of Manufacture / : Aug.2022 Date of Expiry/ : July.2025

JdaTa npou3BoAcTBa I'ogen mo

Analysis performed according ND / Anann3s nposeaen mo HJI: JI[1-001365-170222

Page 1 of4/Crp. 1 u3 4

Specification / Hopma

NNS Test / Iloka3zaTesnb Results / PesynabTaTsi

1 Description / Onucanue Clear light yellow solution. /
[Ipo3paunbiii CBETNO-XKEJTHIN
pacTeop.

Clear colorless to pale yellow solution.
/  Tlpo3pauHblit OecLBETHbIH UK
CBETJIO-KEJITbIH pPacTBOP.

2 Identification /
MoasunHoCTL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemena
YACPXKMBAHUSA OCHOBHBIX IHKOB Ha
XpoMaTorpamme UCIILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yOepXKUBaHUA OCHOBHBLIX NHKOB Ha
XpoMaTorpammMe CTaH/apTHOIO
pacTBOpa KeTopoJsiaka TpOMeTaMUHa
u HarnpoKkceHa (pazpmen
«KonudecTBeHHOE ONpeeeHHe)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay section) / BpemeHa
YAEpXKHUBAHMS OCHOBHBIX ITHKOB Ha
XpoMaTorpaMme HCMBITYEMOTO
pacTBopa IOJDKHBI COOTBETCTBOBATH
BpeMEHaM YJEp)KMBAHUS OCHOBHBIX
MIUKOB Ha XpomaTorpaMme
CTaHJApTHOTO pPAacTBOpa KeTOopoJiaka
TpoMeTaMiHa U HampokceHa (paszen
«KoJIMYeCTBeHHOE OTIpEACIEHUEY)

3 Clarity / lIpospauynocTs

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuust
npenapara He JOJI)KHa NPEeBbILIAThL
OMaAJECLEHLUIO 3TaJloHa cpaBHeHus 1.

4 Color / lIpeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [UIMHE BOMHDI
430 umM.

5 pH 7.32 From6.9t07.9./016,9 10 7,9.

Remarks : The Product confirms to ND/
[Ipumeuanue: poayxr cooTBercTByeT TpebosaHmsam HJL

Conclusion : APPROVED /
3akawuenue: OJJOGPEHO

Prepared by /
[Toaroroeneno: Naresh Kumar

(b

AL

Checked by /
INposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menempxkep / Pykosonurens
Abhishek Chauha

L\
‘-H \

Reprint Date /
Hara: 31.08.2022

Reprint Date /
Hata: 31.08.2022

Reprint Date /
Jlara : 31.08.2022

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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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular-‘l‘fi_f}@&ﬁ(fﬁﬁd,d}’ﬁ-‘iﬁ[ﬂml

Tponyrr: Keropon' (keToponax) pactsop Asist BHYTPHBEHHORO U BHY TPHMbILICYHOrO BBeACHNS, 30 Mr/ma
Batch No / : V220605 Batch Quantity / 1 272727 ampules / -
|Cepusi No Oo6Bem cepun 272727 amnyn
Analytical Report No / : 890001612358 Date of Analysis / : 31.08.2022
AHanuTHyeckui oryer No Jlara ananusa
Date of Manufacture / : Aug.2022 Date of Expiry / : July.2025
Hdara npousBoacrea T'oaen no
LAnal)’sis performed according ND / Anaans nposenen no H/I: JIT1-001365-170222 ]
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r 6 Particulate matter / Mexaun4eckne BKIIO4CHHSI
6A Visible particles / Complies / CooTeTcTBYET Should correspond to requirements. /
Bunumele YacTHLb! B coorsercTBUM C Tpe6OBaHHﬂMH.

6B Invisible particles /
HeBuauMble 4yacTHIIb!;

1. Particles> 10 um / 35 not more than 6000 per ampoule /
YacTul pazmepom > He Gonee 6000 Ha amnyy;
10 mkm
ii. particles > 25 um/ 01 not more than 600 per ampoule /
YacTul pasMepoMm > He bonee 600 Ha ammyay.
25 MM
7 Related substances / PogcTBeHHble npumecn ]
Impurity A / Ilpumecs A 0.14% not more than 0.20% / He Gonee
0,20 %;
Impurity B / Ilpumecs B Below Limit of Detection (LOD=0.014%)/ | not more than 0.50 % / He Gonee
Huwxe npenena obHapykenns ([10 = 0.50 %:
0.014 %) ’ ’
Impurity C / Ilpumecs C not more than 0.50% / He 6onee

Less than LOQ (LOQ = 0.033 %) / Hixe
npeaena KoNMYECTBCHHOMO ONpeAeCHUA
(NMKO =0.033 %)

0,50 %;

Impurity D / TIpumecs D not more than 0.20 % / He 6onee
Below Limit of Detection (LOD = 0,20 %.
0.014 %) / Hixe npenena o6uapyseuus ([10

Any unspecified impurity / —u) Not more than 0.20 % / He Gosnee

Enunmrinas nenpeHtuouun- Less than LOQ (LOQ = 0.050 %) / Hxe 0,20 %.

pOBaHHaﬂ ﬂpl/]MeC], npeaena KoJIMYCCTBCHHOrO onpeacnenrs

(TTKO = 0.050 %)
Total impurities / Cymma 0.14% Not more than 1.50 % / He 6onee
npuMecei 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

Hzpaexaemslii 06em He menee HomunansHoro (1,0 mi)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I1pumeuanue: ponykT cooteercTByer TpeGoranmsm HJJ 3axmouenne: QIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosneno: Naresh Kumar IIporepeno: Pardeep Kumar | Ono6peno: Menemx >p / PykoBogurens

( 0 Abhishek Chauhan |
o E R
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.08.2022 Hara: 31.08.2022 JHarta : 31.08.2022
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AganmuTuyeckuii oTyer Ne

Jlara ananuza

CEPTUDPHUKAT AHAJIM3A Tel : 491 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular WM doesdye.¢88ml
IMpoaykr: Ketopoa” (KeTopoak) pacTBop Al BHYTPUBEHHOIO M BHYTPHMBILICUHOTO BBEACHNUS, 30 Mr/Mi
Batch No / : V220605 Batch Quantity / : 272727 ampules /
Cepusa Ne Ob6Bem cepun 272727 amnyn
Analytical Report No / : 890001612358 Date of Analysis / : 31.08.2022

Date of Manufacture /
Jara npou3BoacTBa

: Aug.2022

TI'ogen no

Date of Expiry /

: July.2025

Analysis performed according ND / Auanus nposenen mo HJI: JIT1-001365-170222
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—

Not more than 5.8 EU/mg of ketorolac

9 Bacterial endotoxins / <=0.725 EU/mg /
BbakrepuanbHble <=0.725 ED/mMr tromethamine, / He 6onee 5,8 ED/Mr
IHAOTOKCHHBI KeTOpoJiaka TPOMETaMHHa.
10 Sterility (every 15th batch) / Complies / Ctepunen Must be sterile. / JlomkeH ObITh
CTepuabHOCTB (115 KaXM0i CTEPWIbHBIM.
15-0ii cepun)
11 Assay / KonnuecTtBenHoe 30.34 mg / 30.34 mr From 270mg to 33.0mg of
onpeaenenue Ci5H13NO3- C4H1NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pale; 33,0 Mr C|5H|3N03'C4H11NO3
(xeToponaka TpOMETaMHH) B 1 MJI.
12 Alcohol content / Iranon 11.30 % From 10.60 % to 12.60 %. /
0T110,60 % 80 12,60 %.

Remarks : The Product confirms to ND/

[Tpumeuanue: [IponykT cooTBeTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3axnwuenne: OJOBPEHO

Prepared by /
IToarorosneno: Naresh K};mar

(S

Checked by /
IlpoBepeHo: Pardeep Kumar

'

Approved by: Manager/Executive /
Onobpeno: Menemie
Abhishek Chauhan

wucoz(menb

Reprint Date /
Hara: 31.08.2022

Reprint Date /
Jara: 31.08.2022

Reprint Date /
Jara : 31.08.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular Y&H6EEXYS HBml

Mpoaykr: Keropon" (keroponak) pacTBOp /Uisl BHYTPUBEHHOIO 1 BHY TPHUMBILLEYHOTO BBE/ICHH, 30 Mr/ma
Batch No / : V220605 Batch Quantity / 1 272727 ampules /
Cepus Ne Obbem cepun 272727 amnyn
Analytical Report No / : 890001612358 Date of Analysis / : 31.08.2022
AunanuTuyecknii oruer Ne Jarta ananusa

Date of Manufacture / : Aug.2022 Date of Expiry / : July.2025

Jara npoussoacrea I'ogen 10

| Analysis performed according ND / Anamns nposegen no HJL: JIT1-001365-170222
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13 Packaging / Ynaxogska 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
[lo 1 wman B8 amioynsel w3 | ina carton pack./
CBETO3AIIHUTHOIO crekna | ITo 1 wMn B amnynsl  u3
xopuuneBoro knacca I (USP). B | cBeTo3amuTHOroO cTek/a KOPHUHEBOrO
BEpXHEH 4YacTH aMmynbl HAaHECEHbl | WIHM  TEMHO-KOPUYHEBOrO  UBETA
KOJIBLO M TOYKa s pasnoma. Ha | xnacca I (USP). B Bepxueii uacru
aMIyJy HaKJIEeHBalOT ATUKETKY. aMITyJIbl HaHECEHbl KOJIbLIO W TOYKa
[To 10 ammyn ¢ MHcTpykuMedl mo | Ans pasznoma. Ha amnyny HakneusaroT
NPUMEHEHUIO NOMEUIAIOT | 3THKETKY.
B [IBX/anroMuH1EBbIA OKCTED. ITo 10 amnyn c¢ uHCTpYKUMeH Mo
ITo 1 6nucTepy B NaYKy KapTOHHYIO. | [PUMEHEHHIO MOMELIAKOT
B [IBX/anoMuHueBkli 6HCTeD.
[To 1 6nucTepy B Mauky KapTOHHYIO;
JUlsl  cTallMoOHapoB: no 2, 3, 5
ONMCTEPOB B NAYKY KAPTOHHYIO.
14 Labelling / MapxupoBka According to ND / B cootBercTBun ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aiuiueHHOM
XpaHeHue OT CBETa MECTE NpHU Temnepartype He Bbilie 25 °C. He 3amopakuBaTh.
16 Shelf-life / Cpox roaHocrn 3 years. / 3 roga.

Remarks : The Product confirms to ND/
[Tpumenanne: [pogykT coorBeTcTBYET TpeGosaHusam HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
[Toarorosieno: Naresh Kumar

'3

Checked by /
IlposepeHo: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykopoautens
Abhishek Chauhan&

Reprint Date /
Hara: 31.08.2022

Reprint Date /
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Reprint Date /
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