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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTUOHKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon® (keToponak) pacTBOp /i BHYTPHBEHHOTO U BHYTPUMbILIEYHOrO BBeAeHH:, 30 Mr/mn
Batch No / 1 V230025 Batch Quantity / : 272727ampules /
Cepus No 0O0beM cepun 272727 amnyn
Analytical Report No / : 890001641140 Date of Analysis / : 19.01.2023
AHandTHYECKHI oTyeT No Jara anayusza
Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025
JlaTa npon3BoacTea I'ogen o

Analysis performed according ND / Ananu3 nposegen no HJI: JII1-001365-170222

Page 1 of4/Crp. 1u3 4

1;.00 Test / ITokazaTeb Results / Pe3yabTaTs! Specification / Hopma

1 Description / Onucanne Clear light yellow solution. / | Clear colorless to pale yellow solution.
IIpo3pauHsIii cBetno-xkentelii | / Ilpo3padHblii OGecUBETHBIA MK
pacTBop. CBETJI0-XKENThIi pacTBop.

2 Identification / The retention times of the main | The retention times of the main peaks

IoanuHHOCTL 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
YAEpKHBAHUS OCHOBHBIX MHKOB Ha | YAEPXKHBAaHUA OCHOBHBIX [HMKOB Ha
XpoMaTorpamme HCTIBITYEMOTO | XpomarorpaMme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM | pacTBOpa NOKHBL COOTBETCTBOBATH
YIAEPXKHBAHUA OCHOBHBIX TTHKOB Ha | BpeMEHaM YAEPXKMBAHUS OCHOBHBIX
XpoMaTorpaMme CTaHAAPTHOTO | IHUKOB Ha XpOMaTorpaMMe
pacTBOpa KETOpOJIaka TPOMETAMMHA | CTaHAApPTHOTO pAacTBOpa KeToponaka
)%} HarpoKceHa (pasmen | TpoMeTaMMHa M HAIpOKCEHa (paszen
«KommiecTBeHHOE ONpelesieHHe») «KoJIM4ecTBEHHOE OTIPENENEHHUEN)

3 Clarity / IIpo3payHocTh Complies / CooTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapara He NOJKHA NPEBbIIIATH
OMAJIECIEHIHIO ITATOHA CpaBHEHN L.

4 Color / llgeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
¢ Gonce 0,20 mpH [UTHIIO DOJIILI
430 um.

5 pH 7.39 From 6.9 t0 7.9./ 0t 6,9 no 7,9,

Remarks:; The Product confirms to ND/

ITpumeuanue: [IpoaykT cootBeTcTBYET TpeboBanuam H/

Conclusion: APPROVED /
3aknawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Shivani Devi INpoeepeno: Ramakant Ono6peno: Menemxkep / Pykosogutens
» 7" gu , J_ Manoj Kumar ]?32 f[lu--f.
'._‘ s —
Reprint Date / Reprint Date / Reprint Date /
Jara:19.01.2023 Jara: 19.01.2023 Jlata : 19.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax. +91 40 4900 2399, Email: mail@drieddys.com
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Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Ipoaykr: Keropon” (keroponak) pacTBOp Jisi BHyTPMBEHHOTO W BHYTPUMBIILIEYHOTO BBeACHH, 30 MIr/mi
Batch No / : V230025 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001641140 Date of Analysis / : 19.01.2023
AHaauTHYecKuil oTuer No JaTta ananu3a

Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025

JlaTa npousBoacTBa T'ogen no

Analysis performed according ND / Ananms nposeger mo HJI: JIT1-001365-170222
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6 Particulate matter / Mexannyeckue BKJIIOYUeHHUs]
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Buaumele 4acTHlibl B cootseTcTBHMH ¢ TpeOOBaHUAMHU.
6B Invisible particles /
HeBunaumele yacTHIILL:
i. Particles> 10 pm/ 79 not more than 6000 per ampoule /
Yactul pazmepom > He Oonee 6000 Ha amITyy;
10 Mmxm
ii. particles > 25 pm/ 02 not more than 600 per ampoule /
4acTUL pa3sMepoM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBeHHBIe NpHMecH
Impurity A / Ilpumecs A 0.14% not more than 0.20 % / He Oomee
0,20 %;
Impurity B / IIpumecs B Not detected / He oSnapyxeHa not more than 0.50 % / He Gonee
0,50 %;
Impurity C / Tlpumecs C Less than LOQ (LOQ = 0.033 %) / Huke not more than 0.50 % / He Oonee
npenena KOJUYECTBEHHOI O OonpeacneHusa 0 50 0/ .
(TIKO = 0.033 %) > 9
Impurity D / [Ipumecs D Below Limit of Detection (LOD = 0.014 %)/ | 1Ot 1:10re than 0.20 % / He Ooinee
Huxe npenena obHapyxenus (ITO = 0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He 6oxee
EnvHuvnas HeuneHTUGULIHN- 0,20 %.

pOBaHHas1 NpUMECH

0.05%

Remarks: The Product confirms to ND/

ITpumeuanue: [Iponykr coorBercTByeT TpeboBaHusM HJJ

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IToarorosneHo: Shivani Devi

—

A

Checked by /
ITpoeepeno: Ramakant

Approved by: Manager/Executive /

OnobpeHo: Menemxkep / Pykosogsrens
Manoj Kumar w

Reprint Date /
Jara:19.01.2023

Reprint Date / .
MHara: 19.01.2023

Reprint Date /
Jara :19.01.2023

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hycderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
_ CEPTHOHUKAT AHAJIU3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon™ (keToponak) pacTBOp Julsl BHYTPHBEHHOTO W BHYTPHUMBILIEYHOIO BBEACHUS, 30 Mr/mn
Batch No / : V230025 Batch Quantity / : 272727ampules /
Cepus Ne Oo0nem cepun 272727 amnyn
Analytical Report No / : 890001641140 Date of Analysis / : 19.01.2023
AHaJuTHYeCKHI oTueT No Jlara anasu3a
Date of Manufacture / : Dec.2022 Date of Expiry / t Nov.2025
JlaTa npon3BoACTBA T'ozen no
Analysis performed according ND / Anaju3 nposeaen mo HJI: JIT1-001365-170222
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H3BaexaeMblii 00bem

Total impurities / Cymma 0.24% 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) /

He meHee HomuHanbHOTO (1,0 MIT)

CTepuIbLHOCTD (IJ1s1 KamA0i
15-oii cepun)

COMPLIES

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHblie <=0.725 ED/mr tromethamine. / He 6onee 5,8 EB/mMr
HAOTOKCHHBI KeTopoJaka TpOMEeTaMUHa.

10 Sterility (every 15th batch) / Must be sterile. / JlomkeH ObITh

CTCPUNBHBIM.

29.45 mg/29.45 mMr

From 27.0mg to 33.0mg of
C1sH;3NOj3  C4H11NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pi (o] 33,0 MI C15H13NO3'C4H11NO3
(xeTopoJiaka TPOMETaMHH) B 1 ML

11 Assay / KonnuecTBeHHOE
onpejesieHne
12 Alcohol content / ITanon

1136 %

From 10.60 Y% to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
TMpumeyanue: [Ipoxykt coorBercTByeT TpebosaHusm H/I

Conclusion: APPROVED /
3akarouenne: OJOBPEHO

Prepared by /
IMoarorosneHo: Shivani Devi

AT

Checked by /
[Tposepeno: Ramakant

Approved by: Manager/Executive /

Ono6peno: Menemxkep / Pykosogprens
Manoj Kumar @Z

Reprint Date /
Jara:19.01.2023

Reprint Date /
Hara: 19.01.2023

Reprint Date /
Hara : 19.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2960, Fax: +91 40 4900 2395, Email: mail@drreddys.com
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Formulation Unit-6

vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS 7ol : +91 98166 56C01-02
CEPTUPHUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToponak) pacTeop Juisi BHYTPUBEHHOTO ¥ BHYTPUMBILIEYHOTO BBeAEeHHS, 30 MI/mu
Batch No / : V230025 Batch Quantity / : 272727ampules /
Cepus Ne Qobem cepuu 272727 amnyn
Analytical Report No / : 890001641140 Date of Analysis / : 19.01.2023
AxaguTH4ecKkuii oTyer Ne JlaTa apaauza
Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025
Jara npou3BoIcTBA I'ogen go
Analysis performed according ND / Anannz nposenen no HJI: JI1-001365-170222
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13 Packaging / YnakoBka

1 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. /

Ilo 1 wMn B aMOoyiasl U3
CBETO3AIIUTHOTO cTeia
xopuuHeBoro kiacca 1 (USP). B
BEpXHEH HacTH aMITy/Ibl HaHECEHBI
KOJILLIO M TOYKa A pa3noma. Ha
aMITyJTy HaKJIEUBAIOT 3TUKETKY.

ITo 10 amnyn ¢ HUHCTPYKLMEH IIO
MPUMEHEHHIO TIOMELIAIOT
i TIRY /A nwvmiunasmnif fmomeTep

Io 1 6nucTepy B nauky KapTOHHYIO.

1 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. /

[Tlo 1 wMn B amOoynsl U3
CBETO3AIINTHOrO CTEKIIa KOPHIHEBOTO
WId  TEMHO-KOPMYHEBOrO  IIBeTa
knacca I (USP). B Bepxueli yactu
aMmmynbl HaHeCeHbl KOTBLO U TOYKa
11t pasnoma. Ha amnyily Hak/IenBaoT

ITHKETKY.
Mo 10 ammyn ¢ WHCTPYKNWGH 10
MPUMEHEHHIO MOMELIAIT

B [IBX/amoMiHKeBBIH GucTep.

ITo 1 6nucTepy B NIauKy KapTOHHYIO;
JUIA  cTauuoHapoB: To 2, 3, 5
6IIHCTEPOB B MAYKY KaPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBetctBuu ¢ HJI.

15 Storage conditions /
XpaHeHnue

In a place protected from light below 25 °C. Do not freeze. / B 3amminessom
OT CBETa MECTE mMpHu Temmepartype He Bolle 25 °C. He 3aMopaxXuBarh.

16 Shelf-life / Cpok roanoctu

3 years. / 3 roga.

Remarks: The Product confirms to ND/
IMpumeyanue: [IpoaykT cooreTcTBYET TpeboanusaM HJI

Conclusion: APPROVED /
3akmouenune: OJIOBPEHO

Hata:19.01.2023

Hata: 19.01.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[NoarorosneHo: Sfjﬁani Devi ITposepeno: Ramakant Onobpeno: Menemxep / PykoBoaurens

B %’W Manoj Kumar {/U“‘j
Reprint Date / Reprint Date / Reprint Date /

JlaTta : 19.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2385, Email: mail@drr
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