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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

AHanuTHYecKHil oTueT Ne

Hara ananuza

Date of Manufacture /
JlaTa npon3ssojacrsa

: AUG.2022

Toaen no

Date of Expiry /

: JUL.2025

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscuMNeEeEHYs 80g/ml R
poaykr: KeToposr” (keToposnak) pacTeop Anst BHYTPHEEHHOIO M BHYTPHMbILLEYHOrO BBEACHHS, 30 M/Mi
Batch No / : V220701 Batch Quantity / : 27272 7ampules / 1
Cepusi Ne Oo0wem cepiin 272727 amnyn
Analytical Report No / : 890001614265 Date of Analysis / : 08.09.2022

Analysis performed according ND / Ananns nposenen mo HJI: JI1-001365-170222

Page1of4/Crp.1u3 4

1}00 Test / [lokazaTens Results / PesyabTaThl Specification / Hopma

1 Description / Onucanne Clear light yellow solution. / | Clear colorless to pale yellow solution.
Ipo3pauHslii CBETNIO-)enThili | / HpospauHblit OecUBeTHbIN unm
pacTBop. CBETIO-XKENThIH pacTBop.

2 Identification /
IMoanuHHOCTD

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
YAEPKMBAaHHA OCHOBHBIX NHMKOB Ha
XpoMmaTorpamme HCIILITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMEHaM
YAEP/KHBAHUSA OCHOBHBLIX ITHKOB Ha
XpOMaTorpamme CTaHAAPTHOro
pacTBopa KETopojiaka TPOMETaMMUHa
u HalpoKCeHa (paznen
«KonuyecTBeHHOE OlIpeaeneHne»)

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) / Bpemena
YIOEP>)KMBAHHUS OCHOBHLIX IHKOB Ha
XpoMarorpamme HCTIBITYEMOTO
pacTBOpa HOJXKHBI COOTBETCTBOBATh
BPEMEHAM YAEPXKUBAHUS OCHOBHBIX
MHMKOB Ha XpoMaTorpaMme
CTAaHAApTHOIO pacTBOpa KeTopoJiaka
TPOMETaMKMHa U HaNpoKceHa (pasnen
«KonuiecTseHHOE orpeneneHue»)

3 Clarity / Ilpo3pauHocTb

Complies / CootBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnajecueHnus
npenapara He JOJDKHA NPEBLIILATh
OTAIECUEHLMIO 3TAJIOHa CpaBHeHus I,

4 Color / LiseTHocTh 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu winHe BOJIHBI
430 um.

5 pH 7.31 From 6.9t0 7.9./ 01 6,9 no 7,9.

6 Particulate matter / MexaHu4YecKue BKIHOYEHHUS

Remarks : The Product confirms to ND/
[Tpumeuanwe: ITpopykT coorBercTByeT TpeGoBanuam HJT

Conclusion : APPROVED /
3akawgenue: OMOBPEHO

Prepared by /
INoarotosneno: Naresh Kumar
b,
/

Checked by /
ITposepeno: Pardeep Kumar

Kusum Lata

Approved by: Manager/Executive /
OnobpeHo: MeHcﬂ}KEE; / PykoBonuTens

%
-

Reprint Date /
Hara: 08.09.2022

Reprint Date /
Hara: 08.09.2022

Reprint Date /
Hara : 08.09.2022

Registered Officer 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85125AP1984PLC004507
www.drreddys.com
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CERTIFICATI OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

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

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

 Prodluct : / Ketorol (Ketorolac) solution for intravenous and intramusculMyMdrEddys. 80 g/ml

[MpoaykT: Ketopon’ (keToposak) pacTeop At BHYTPHECHHOTO M BHYTPHMBILIEYHOTO BBEACHHA, 30 Mr/Mn
Batch No / : V220701 Batch Quantity / : 272727ampules/ |
Cepira Ne Oo0bem cepnn 272727 amnyn
Analytical Report No / : 890001614265 Date of Analysis / : 08.09.2022
AHaJUTHYeCKHIT oTueT No Hara ananusza
Date of Manufacture / : AUG.2022 Date of Expiry / : JUL.2025
Jarta npousBomcTBa TI'onen no

Analysis performed according ND / Auaans nposegen mo HJI: JII1-001365-170222

Page 2 of 4/ Crtp. 2 u3 4

6A Visible particles / Complies / CooTBEeTCTBYET Should correspond to requirements. /
Buaumble yacTupl B cooTBeTcTBHU C TpeGOBAHHUAMH.
6B Invisible particles /
HeBuayMble yacTuip:
1. Particles> 10 pm / 20 not more than 6000 per ampoule /
Yactun pazmepom > He 6onee 6000 Ha amnyny;
10 MmxkM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHL] pa3MepPOM > ge 6onee 600 Ha ammyny.
25 Mxm
7 Related substances / Poacreennblie npumecn
Impurity A / [Tpumecs A 0.15% not more than 0.20% / He 6omee
0,20 %;
_ImpurityB / Tlpumecs B Below Limit of Detection (LOD=0.014 %)/ | not more than 0.50 % / He 6Gonee
Huxe npenena o6uapysenns (MO = 0.50 %:
0.014 %) ’ ?
: o,
Impurity C / IIpumecs C Less than LOQ (LOQ = 0.033 %)/ Hroxe 805t0 1()1/1(?re than 0.50 % / ue Gonee
npeacna KoJN4ECTBEHHOro onpeacneHus ? 0
Impurity D / TTpumecs D (EIRE=0.C5 g not more than 0.20 % / ue 6onee
Below Limit of Detection (LOD = 0,20 %.
0.014 %) / Huxe npenena o6uapysxenns (110
Any unspecified impurity / = 0014%) Not more than 0.20 % / He 6onee
EnunnvHas Heunentuduiu- 0.05% 0,20 %.
pOBaHHas MPUMeCH
Total impurities / Cymma 0.20% 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) /
HN3pnexaemelii 06bem He menee HoMuHanbHoro (1,0 M)
S
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumedanue: [poaykr coorsetcrayer TpeGoBanuam HJJ 3axmovenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Naresh Kumar Hposepeno: Pardeep Kumar | Ono6peHo: Menemiep / PykoBomuTens
@/ al— Kusum Lata N N2 L~
o5 -
Reprint Date / Reprint Date / Reprint Date /
Jara: 08.09.2022 Hara: 08.09.2022 Hara : 08.09.2022
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJNM3A

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

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

| Product : / Ketorol (Kctomlac) solution for intravenous and intr: musculaiinjSoitdaYs 30Mhg/ml

Hpoaykr: Keropos ™ (keToposiak) pacteop ans BHVTPHECHHOIO M BHVTPUMbILIEYHOro BBCACHMSA, 30 mr/mn
Batch No / : V220701 Batch Quantity / 2 272727ampules /
Cepnsa Ne Obnem cepuu 272727 amnyn
Analytical Report No / : 890001614265 Date of Analysis / : 08.09.2022
AHaJuTHYeCKHH oTueT Ne Hara ananusa

Date of Manufacture / : AUG.2022 Date of Expiry / : JUL.2025

Jara npoussoacrea Ilosen xo

Analysis performed according ND / Ananns nposegen no HJI: JI1-001365-170222

Page 3 of4/Crp.3 u3 4

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakTepuansueie <=0.725 ED/™r tromethamine. / He 6onee 5,8 EDQ/mr
IHAOTOKCHHDI KeToponaka TpoOMeTaMUHa.

10 Sterility (every 15th batch) / Complies / Ctepunen Must be sterile. / JlomkeH GbiTh
CrepuibHocTh (a5 Kaxa0§i CTEPHJIBLHBIM,
15-oii cepuu)
11 Assay / KonudecTBeHHOR 2938 mg /29.38 mr From 27.0mg to 33.0mg of
onpeaeneHue CisH13NO3- C4H [ 1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
0 33,0 Mr C15H13NO3'C4H11NO3
(xeToponaka TpomeTamuH) B 1 mi.
12 Alcohol content / ATanon 11.06 % From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks : The Product confirms to ND/
[1pumeuanue: IMpoaykT cooTsercTRYET Tpebosanuam HJJ

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

Prepared by /
IToaroroeneno: Naresh Kumar

b

Checked by /
[Iposepeno: Pardeep Kumar

(';ﬁ-f —

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoaurens
Kusum Lata

N -y

Reprint Date /
Hata: 08.09.2022

Reprint Date /
Hara: 08.09.2022

Reprint Date /
Hata : 08.09.2022

0-2-327, Read Me 3 Banjarc Hills, Hyderabad
U =200 2900, Fax. +51 40 4800 2929, Email: mail@drieddys.com

CIN: L85195AP1984PLC0O04507
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CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A

Dr. Reddy's Laboratories 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 in’[ramusuLlM’i"‘—/t‘Hj‘i{fr?ﬁﬁk,S‘SQ%g/lnl ]
Ipoaykr: Reropon” (ketoponak) pactsop As BHYTPUBEHHOTO M BHY TPHMbILIEYHOTO BBeaeHus. 30 Mr/mn
Batch No / : V220701 Batch Quantity / : 272727ampules /
Cepus No Obmnem cepin 272727 amnyn
Analytical Report No / : 890001614265 Date of Analysis / : 08.09.2022
AHajguTHYecKHil oTyer Ne HMara ananusa

Date of Manufacture / : AUG.2022 Date of Expiry / : JUL.2025

Jara nponssojacrea Iopen mo

Analysis performed according ND / Auanns nposeges no HJL; JIT1-001365-170222

Page 4 of 4/ Crp. 4 u3 4

13 Packaging / Ynakoeka

I mL in class I light-shielding amber
glass ampoules (USP). A cut ring
and point in the upper part of
ampoule. A label is attached to

ampoule.
10 ampoules and a patient
information leaflet in a

PVC/aluminum blister.

1 blisters in a carton pack. /

Mo 1 wMn B amnoyne! u3
CBETO3aLUUTHOrO cTekna
kopuuHesoro knacca I (USP). B
BEPXHEH HacTU aMIyJibl HAHECEHbI
KOJIBLIO M TOYKa Juis pasnoma. Ha
amITyJTy HaKJIEUBAIOT ITUKETKY.

[To 10 amoyn ¢ MHCTpyKUMEH Mo
NPHMEHEHHIO MOMELLAIOT
B [IBX/anoMuHueBblit GnucTep.

Ilo 1 6nucTepy B Mauky KapTOHHYIO.

I mL in class I light-shielding amber
or dark amber glass ampoules (USP).
A cut ring and point in the upper part
of ampoule. A label is attached to
ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

Ilo 1 MII B amIyjisl  u3
CBETO3ALIMTHOTO CTEKJIa KOPUUHEBOIO
uny  TEMHO-KOPUYHEBOro  LiBeTa
knacca I (USP). B BepxHeil uactu
aMIyJibl HaHEeCeHbl KOJNBUO H TOYKa
Ins pasnoma. Ha amnyny Hakyeuparot
3THKETKY.

[To 10 ammynm c¢ wHCTpykLMed no
TIPUMEHEHHIO MOMELLAIOT
B [IBX/amomuHnesslii 6auctep.

Ilo 1 6ancTepy B mayky KapTOHHYIO;
JUid  cTauMoHapoB: mno 2, 3, 5
GJIHCTEPOB B MAYKY KAPTOHHYI,

14 Labelling / Mapkupogka

According to ND / B coorsetcteuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuimedHoM
OT CBETa MECTE NpU TeMIlepatype He Bellne 25 °C. He 3aMOpakuBaTh.

16 Shelf-life / Cpok roanoctn

3 years. / 3 ropa.

Remarks : The Product confirms to ND/
Ilpumeuanne: [Iponykt coorsercTayer TpeGoranusm HII

Conclusion : APPROVED /
3akawuenune: OMOBPEHO

Prepared by /
Ioaroroeneno: Naresh Kumar

Checked by /
ITpogepeno: Pardeep Kumar

I

Approved by: Manager/Executive /
OnobpeHo: Menemwicep / Pykosoaurens
Kusum Lata '

Reprint Date /
Jara: 08.09.2022

Reprint Date /
Hara: 08.09.2022

Reprint Date /
Hata : 08.09.2022
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