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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTHOUKAT AHAJIH3A Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul MW EEFERYS 30 Fhg/ml

IIponykT: Ketopon® (keToposiak) pacTBOp [UIsi BHYTPHBEHHOIO ¥ BHYTPHMBILIEYHOTO BBEICHHA, 30 mMr/mn
Batch No / 1 V220286 Batch Quantity / : 209090ampules /
Cepust Ne O6mnem cepun 209090 amnyJ1
Analytical Report No / : 890001589218 Date of Analysis / : 30.04.2022
AHaauTHYecKHi# oTyeT No Jlara anayuza

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
Jara npon3BoacTBA TI'open o

Analysis performed according ND / Anann3 nposeznen mo HJI: JIT1-001365-170222

Page 1 of4/Crp.1n34

1;.00 Test / IlokasaTenb Results / Pe3ynbTaThl Specification / Hopma
1 Description / Onucanue Clear colorless  solution. / | Clear colorless to pale yellow solution.

[Tpo3pauHsIit 6eCBETHBIH pacTBOP. / Tlpospaunelii OecUBETHBIA WK

CBETIIO-XENThIH pacTBop.

2 Identification /
INoanHHHOCTH

of ketorolac

The retention times of the main | The retention times of the main peaks
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
tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay section) / Bpemena
yllepXXHMBaHHA OCHOBHBIX IIMKOB Ha | YAEPXKMBAHUA OCHOBHBIX ITHKOB Ha
Xpomartorpamme
pacTBOpa COOTBETCTBYIOT BpEMEHaM | pacTBOpa AO/DKHBI COOTBETCTBOBATH
yIEpXKUBaHHs OCHOBHBIX NHKOB Ha | BpEeMEHaM YIEpP)KUBAHHA OCHOBHBIX

HCIBITYEMOT'O XpomaTorpaMMe HCIIBITYEMOT'O

XpoMaTorpaMme CTaHOApPTHOTO | THKOB Ha XpoMaTorpaMme
pacTBopa KeTopoJiaka TPOMETAMWHA | CTaHAApPTHOTO pacTBOpa KeToponaka
I’} HanpoKCeHa (pa3men | TpomeTaMMHAa M HampoKcena (paszen
«KOoJIH4YeCTBEHHOE OIpeNeNIeHHE) «KommiecTBeHHOE ONpEaeNEeHUEN)

3 Clarity / Ilpo3pa4HocTh Complies / CooTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHums
npenapaTa He J0JDKHA IPEBLIIATH
ornasecieHIHIO STaIOHa CpaBHeHus L.

4 Color / I1peTHOCTDH 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu JUIMHE BOJTHBI
430 M.
5 pH 7.34 From 6.9t07.9./016.,9 no 7,9.
L

Remarks : The Product confirms to ND/
Ipumeuanue: ITponykTt coorBeTcTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
3akmawogenune: OJJOBPEHO

Prepared by /
[Togrorosneno: Ankit

3

Checked by /

Approved by: Manager/Executive /

IMpoeepeno: Pardeep Kumar Onobpeno: Menemkep / P_vxuson?‘eﬂb

——

Abhishek Chauhan L

Reprint Date /
Jara: 30.04.2022

Reprint Date /
Hara: 30.04.2022

Reprint Date /
JHarta: 30.04.2022

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
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIA3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul¥iYyEeEHYS 30 hg/ml
IIpoaykT: Keropon® (keToponak) pacTBop A/l BHYTPUBEHHOTO ¥ BHYTPHMBIIEYHOrO BBEACHHS, 30 Mr/mi
Batch No / : V220286 Batch Quantity / : 209090ampules /
Cepus Ne O6bem cepuu 209090 amnyn
Analytical Report No / : 890001589218 Date of Analysis / : 30.04.2022
AHanHTHYECKHIH oTueT No Jlara ananusza
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
JlaTta npou3BoOACTBA T'ogen mo
Analysis performed according ND / Anaau3 nposeaen no HJI: JII1-001365-170222
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6 Particulate matter / MexaHn4yecKue BKIIOYEHUS
6A Visible particles / Complies / CooTBEeTCTBYET Should correspond to requirements. /
BuaumMble 4acTHLb B cooTBeTcTBUM € TpeOOBAaHHAMH.
6B Invisible particles /
HepuapMeie 4aCTUIL:
i. Particles> 10 pm/ 28 not more than 6000 per ampoule /
YacTtun pasMepom > He 6onee 6000 Ha amITyiy;
10 Mxm
ii. particles > 25 pm/ 02 not more than 600 per ampoule /
YacTUIl pa3MepoM > He Gonee 600 Ha amMIyIy.
25 MKM
7 Related substances / PoacTBeHHbIe NPUMECH
Impurity A / [IpuMech A 0.14 % not more than 0.20 % / He 6onee
0,20 %,
Impurity B / Tlpumecs B Not detected / He oBapyxcena not more than 0.50 % / He 6osee
0,50 %;
- Less than LOQ (LOQ = 0.033 %) / Himke
Impurity C / ITpumecs C NP IENa KOTHCCTBEHHORO ONPEAC/ICHHS not more than 0.50 % / He OGoinee
(TTKO = 0.033 %) 0,50 %,
Impurity D / Ilpumecs D Less than LOQ (LOQ = 0.047 %) / Huxe not more than 0.20 % / He Oojee
npejiena KOMMYECTBEHHOTO ONpee/eH s 0,20 %.
(TIKO = 0.047 %)
Any unspecified impurity / Not more than 0.20% / He 6onee
EnvHM4YHas HEMACHTUDHIIN- 0.07% 0,20 %.
pOBaHHaA [PUMEChH
Total impurities / Cymma 0.22 % Not more than 1.50 % / He Gomnee
npuMecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3pjiekaemMblii 06bem He Menee HomuuansHoro (1,0 M)

Remarks : The Product confirms to ND/
[Tpumeuanue: [Ipoaykt cooTBeTcTByeT Tpeboanusam HJ

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Jara: 30.04.2022

Jara: 30.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Ankit IIposepeHo: Pardeep Kumar Onobpeno: Menemxep / Pykosoayrens
C—@/ f Abhishek Chauhan é' =
o 8 3
Reprint Date / Reprint Date / Reprint Date /

JHara: 30.04.2022
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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www.drreddys.com




Dr.Reddy’s “:"

C

ERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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 intramusculeminjéotéddys 30rmg/ml

IIpoaykr: Ketopon® (keroponak) pacTop Al BHYTPHBEHHOIO W BHYTPHMBbIIIEYHOTO BBEIEHUS, 30 mr/mn
Batch No / : V220286 Batch Quantity / : 209090ampules /
Cepna Ne O0bem cepun 209090 ammy
Analytical Report No / : 890001589218 Date of Analysis / : 30.04.2022
AuaJHTHYEeCKHI oTueT No JlaTa ananunsa

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025

JlaTa mpou3BoOACTBA I'osen 10

Analysis performed according ND / Ananu3 nposefen no HJL: JI[1-001365-170222
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9 Bacterial endotoxins /
bakTepuanbHble
YHAOTOKCHHBI

<=(0.725 EU/mg /
<=0.725 ED/mMr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/Mr
KETOpONaKa TpPOMETaMUHa.

10 Sterility (every 15th batch) /
CrepunbHocTb (A1 Kaxaoi
15-o0ii cepun)

Complies / CrepuneH

Must be sterile. / JlomkeH ObITh
CTEPUIIBHBIM.

11 Assay / KonndecTBeHHOE 29.60mg / 29.60mr From 27.0mg to 33.0mg of
ompenesieHue CisH1sNO3- C4H11NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
10 33,0ur CisH;3NOj; C4H 1NO;
(keToponaka TpOMETaMUH) B 1 ML
12 Alcohol content / ITanon 11.66 % From 10.60 % to 12.60 %. /

Or 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/

[Mpumeyanue: [Iponykrt coorsercTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
3axaouenne: OJOBPEHO

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

IMoarotosneno: Anki ITporepeHo: Pardeep Kumar Onobpeno: Menemxkep / PykoBoafitenn
C/A/ ) f - Abhishek Chauhan rL/ =

Reprint Date / Reprint Date / Reprint Date /

JHara: 30.04.2022

Hara: 30.04.2022

Hara: 30.04.2022

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

CIN: L85195AP1984PLC0O04507
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS )
Distt. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHATH3A Tel : +91 98166 56001-02
Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculatwyy;geteetys 30mmg/ml
Ipoaykr: Keropon® (xeToponak) pacTBop [Jis BHYTPMBEHHOTO ¥ BHYTPHMBILIEUHOTO BBEACHHUS, 30 Mr/mn
Batch No / : V220286 Batch Quantity / : 209090ampules /
Cepua Ne O6bem cepun 209090 ammyn
Analytical Report No / : 890001589218 Date of Analysis / : 30.04.2022
AHaguTHYecKni oTyeT Ne JlaTa aHaJIH3a
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
JlaTa mpou3BoacTsa TI'ogen no
Analysis performed according ND / Ananu3 nposeaen mo HJI: JIT1-001365-170222
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13 Packaging / YnakoBka 1 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 M1 B amoynsl w®W3 | inacarton pack./
CBETO3aIIUTHOIO crekna | I[To 1 wMa B aMmoynsl M3
xopuuHeporo knacca I (USP). B | cBeTo3alIMTHOTO CTEKJIa KOPUYHEBOrO
BEpXHEl YacTH aMmynsl HaHECeHBl | WIM  TEMHO-KOPMYHEBOTO  LIBETA
KONbLIO M Touka mns pazioma. Ha | wmacca I (USP). B BepxHelt wactu
aMIyJly HaKJISHBAIOT ITHKETKY. aMIynbl HaHeceHbl KOJNBLO U TOYKa
IMo 10 ammyn ¢ uHCTpyKudelf mo | 1uis pasnoma. Ha aMmmysly HakjieuBaroT
TPUMEHEHHIO TIOMEILAIOT | ITUKETKY.
B [IBX/antoMuHuEBHBIi OIHCTED. I[lo 10 ammyn ¢ HHCTpPYKLMEH II0
ITo 1 6nucTepy B Mauky KApTOHHYIO. | NPHMEHEHHIO TIOMELIAIOT
B [IBX/antoMuHueBBIN OIHUCTED.
ITo 1 6uucTepy B NaYKy KapTOHHYIO;
JUIi  crallioHapoB: mo 2, 3, 5
OJIHCTEPOB B MAUYKy KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootsetcTBum ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3ampiiensom
XpaHeHne OT CBETa MeCTe nmpu Temnepatype He Boiie 25 °C. He 3amopaxuBaTh.
16 Shelf-life / Cpox roaHocTu 3 years. / 3 roza.

Remarks : The Product confirms to ND/
IMpumeuanue: IIpoaykT cooTBeTcTBYeT Tpebopanusam HJI

Conclusion : APPROVED /
3axmaouenne: OJJOBPEHO

Prepared by /
Hoarorosneno: Ankit

=

Checked by /
ITporepeno: Pardeep Kumar

"

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoguressb
Abhishek Chauhan  / -

i

L

Reprint Date /

Reprint Date /

Jata: 30.04.2022

Jlarta: 30.04.2022

Reprint Date /
Jara: 30.04.2022
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