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CERTIFICATE OF ANALYSIS

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

CEPTHOHUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular inj ections, 30 mg/ml
HpoaykT: Kertopon” (xeTopoJiak) pacTBOp ANs BHYTPHBEHHOTO M BHYTPHMbILICHHOTO BBCACHHA, 30 mr/mMn
Batch No / 1 V220201 Batch Quantity / : 209090 ampules /
Cepus Ne O6bem cepun 209090 amnyn
Analytical Report No / : 890001584748 Date of Analysis / : 07.04.2022
AHaJIUTHYECKHI oT4ueT No JlaTa agaau3a
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JlaTa mpoH3BOACTBA I'ogen po0
Analysis performed according ND / Anasiu3 npoBe/ien 1o HJI: JIT1-001365-170222
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[Mpo3payHslit 6eCLUBETHRIH PacTBOP.

1;.:) Test / [TokazaTeab Results / PesynbTaThl Specification / Hopma
1 Description / Onucanue Clear _ colorless  solution. / | Clear colorless to pale yellow solution.

/ TlpospauHbili OeCUBETHBIH WK
CBETJIO-KEITHIH pacTBOP.

2 Identification /
IoaJMHHOCTH

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
yIEPKUBAHUA OCHOBHBLIX MHKOB Ha
XpOMaTorpamMMe UCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHaM
yAEpKMBaHHUS OCHOBHBIX NHUKOB Ha
XpOMaTOrpamMMe CTaHAAPTHOTO
pacTBOpa KeTopoJiaka TpOMeTaMHHa
u HAMpOKCEeHa (paznen
«Konu4ecTBEHHOE OPE/IEICHHEN)

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) / BpemeHna
yIepXKHBaHHA OCHOBHBIX MMKOB Ha
XpOMaTOrpaMMe HUCIBITYEMOTO
pacTBOpa HOJDKHEI COOTBETCTBOBATH
BpeMeHaM YIEPXKHBAHHA OCHOBHBIX
TIUKOB Ha XpoMaTorpaMmme
CTaHJapTHOrO PacTBOpa KETOpONiaKa
TPOMETaMHHa H HaNpoKceHa (pa3jen
«KoniecTBEHHOE ONPENEIICHHE)

3 Clarity / Ilpospa4HoCTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecrieHUus
mpernapara He A0JDKHa NPeBbIIIATh
OTATECLIEHIMIO 3TAJIOHA CpaBHenus L.

4 Color / IIlBeTHOCTH 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu ATMHE BOJIHB
430 M.

5 pH 7.30 From 6.9 t0 7.9./ 01 6,9 no 7,9.

Remarks : The Product confirms to ND/
[Tpumedanue: IIpOAYKT COOTBETCTBYET tpebosanuam HJI

Conclusion : APPROVED /
3axmoyenne: OJJOBPEHO

Prepared by /
TlogrorosneHo: Ankit

Checked by /
[Mposepeno: Himesh Kumar

——— —

- o

Approved by: Manager/Executive /

OnobpeHno: M.el-!emx$p / PyxoBonuTeNb

Pawan Kumar }_/{

Reprint Date /

Jara: 07.04.2022

Reprint Date /
Hara: 07.04.2022

Reprint Date /
Jara: 07.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2899, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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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 | ; 191 98166 56001-02
CEPTUO®UKAT AHAJIA3A www.drreddys.com

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

Ilpoaykr: Kertopon® (keToponak) pacTBOp 1Jis BHYTPUBEHHOIO H BHYTPHMBILIEYHOr0 BBeJeHHs, 30 Mr/mi
Batch No / 1 V220201 Batch Quantity / : 209090 ampules /
Cepns No O0beM cepun 209090 amnyn
Analytical Report No / : 890001584748 Date of Analysis / : 07.04.2022
AHaJuTHYeCKHH oTueT Ne Hdata anannza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JlaTa npoH3BOACTBA I'ogen 1o

Analysis performed according ND / Ananu3s nposegen mo HJI: JII1-001365-170222
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6 Particulate matter / MexaHu4eckne BKJIYeHUS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Bunumble qacTuIipt B cootsetcTBHHU C TpeOOBAHMIMH.
6B Invisible particles /
HeBuaumsle 4acTHIIBL:
i. Particles> 10 um/ 119 not more than 6000 per ampoule /
YacTul, pasMepoM > He 6onee 6000 Ha aMITyTy;
10 MkMm
ii. particles>25 pm/ 02 not more than 600 per ampoule /
4acTHUL pa3MEPOM > He Gonee 600 Ha amMnyJTy.
25 MKM
7 Related substances / PoacTBeHHbIe NpuMecH
Impurity A / Ilpumecs A 0.13 % not more than 0.20 % / He Oonee
0,20 %,
| Impurity B / IIpumecs B Not detected / He o6napyxena not more than 0.50 % / me 6onee
0,50 %;
- Below LOQ (LOQ = 0.033 %) / Hinxe
Impurity C / ITpumecs C RREPRTROA, pesN——— not more than 0.50 % / He OGonee
(TIKO = 0.033 %) 0,50 %;
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / Hixe not more than 0.20 % / He OGonee
npenena obnapyxenus (I10 = 0.014 %) 0,20 %.
Any unspecified impurity / 0.10% Not more than 0.20 % / He Gonee
Enunnynag HeyneHTUGHLHU- 0,20 %.
pOBaHHasi IPUMECH
Total impurities / Cymma 0.24 % Not more than 1.50 % / He 6oinee
npumeceit 1,50 %.
8 Extractable volume / 1.1 ml/ 1.1 mn Not less than label claim (1.0 mL) /
H3enexaeMblii 00beM He menee HoMuHansHOTO (1,0 MIT)

Remarks : The Product confirms to ND/
ITpumeuanne: IIpogykT cooTBeTcTBYET TpebopaHusaM HJJ

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

Prepared by /

IMoarotosneno: Ankit
K "

£
-

Checked by /
ITposepeno: Himesh Kumar

_ \
L

Approved by: Manager/Executive /

Onobpeno: Menemkep / Pykosoauresns

Pawan Kumar

Reprint Date /
Jara: 07.04.2022

Reprint Date /
Hara: 07.04.2022

[,
Reprint Date /

Hara: 07.04.2022
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CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product : /

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

IIpoaykr: Keropon" (keroponak) pacTEOp 1ist BHYTPHBEHHOIO U BHYTPUMBILIEYHOTO BBeAeHuUs, 30 Mr/mu
Batch No / 1 V220201 Batch Quantity / : 209090 ampules /
Cepusa Ne Ob6bem cepun 209090 amnyan
Analytical Report No / : 890001584748 Date of Analysis / : 07.04.2022
AHaauTHYecKHH oTdeT Ne Jara ananuza

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

JlaTa npomnssoacTea T'onen o '

Analysis performed according ND / Amanus nposenen o HJI: JI[1-001365-170222
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9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
Bbakrtepuanbuble <=0.725 ES/mMr tromethamine. / He 6onee 5,8 EQ/mr
HAOTOKCHHBI KeTOpoJiaka TPOMETaMUHa.

10 Sterility (every 15th batch) / Sterile / Crepuien Must be sterile. / JlomxeH 6bITh
CrepunbHOCTD (1151 KAXKAOHH CTEPUNIBHBIM.
15-0it cepun)
11 Assay / KosimyecTBennoe 29.73 mg/29.73 mr From 270mg to 33.0mg of
onpeaeeHHe CisHisNO3-C4H (NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 MT C15H13NO3' C4H11N03
(xeToponaka TpoMeTamuH) B 1 MiL.
12 Alcohol content / tanon 11.82 % From 10.60 % to 12.60 %. /
Ot 10,60 % 1o 12,60 %.

Remarks : The Product confirms

to ND/

Ipumeyanne: lMpoaykr coorseTcTBYET TpebGoBanuam HJT

Conclusion : APPROVED /
3akawuenune: OJOBPEHO

Prepared by /
IMToarorosnenHo: Ankit

Checked by /
IIposepeno: Himesh Kumar

—)

Approved by: Manager/Executive /

Onobpeno: Menejprep / PykoBoautens
Pawan Kumar L

&

A
e
Reprint Date /

Hara: 07.04.2022

Reprint Date /
Hara: 07.04.2022

Reprint Date /
Hara: 07.04.2022

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

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

CERTIFICATE OF ANALYSIS 1, " o) 98166 5600102
CEPTHO®UKAT AHAJIHA3A www.drreddys.com
[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon" (keroponak) pacteop s BHYTPHBEHHOTO U BHYTPHMBILIEYHOrO BBeACH s, 30 Mr/mi1
Batch No / : V220201 Batch Quantity / : 209090 ampules /
Cepusi Ne O6bem cepun 209090 amryn
Analytical Report No / : 890001584748 Date of Analysis / : 07.04.2022
AHanuTHyecknii oTuer Ne Jlara ananmsa
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
dara nponssoacrsa T'onen mo
{Analysis performed according ND / Anasins nposenen no HJI: JITI-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 amnymsl 3
CBETO3aIIUTHOrO cTeK1a
kopruHeBoro kmacca I (USP). B
BEPXHEH 4acTU aMIyjel HaHECEHBI
KOIIBIIO W TO4YKA Juii paszioma. Ha
aMITyJTy HaKIeUBaIOT STUKETKY.

[lo 10 ammyn ¢ uncTpykumeii mo
NPUMEHEHUIO [IOMEINAtoT
8 [IBX/amomunueselii Giucrep.

Io 1 6nucrepy B mauky 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. /

Ilo 1 wMnm B aMnymst w3
CBETO3AIIUTHOrO CTEKJIa KOPUIHEBOTO
WIH  TEMHO-KODUYHEBOTO  HBETA
kracca I (USP). B Bepxmeil yacru
amIynibl HaHECEHBI KOJNBLIO M TOYKa
A pasnoMa. Ha amnyny nakneungaror

ITHKETKY.
[lo 10 ammyn ¢ uHCTpykumed mno
[IPUMEHEHUIO NIOMEIIA0T

B [IBX/amomunneBsii Gauctep.

ITo 1 6nucrepy B mauky KapTOHHYIO,
Uig  CTaguOHapoB: Mo 2, 3, 5§
OJIHCTEPOB B Na4Ky KapTOHHYIO.

14 Labelling / Mapkupogka

According to ND / B cooTBETCTBHH C HI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3alAIEHHOM
OT CBETa MECTe pU TeMneparype He Brlie 25 °C. He 3aMopaxuBath.

Shelf-life / Cpok rognocTu

L16

3 years. / 3 rona.

Remarks : The Product confirms to ND/
[pumeyanue: Ipoaykr cootseTcTRYeT TpedoBanuam HJT

Conclusion : APPROVED /
3akaiouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneno: Ankit Iposepeno: Himesh Kumar | Ono6peno: Menes ep / PykoBoaurens
ﬂ —— —+ | Pawan Kumar X.

Reprint Date / - Reprint Date / Reprint Date /
Jara: 07.04.20.22 Mara: 07.04.2022 Hara: 07.04.2022
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