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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTH®HKRAT AHAJM3A 1o : 491 98166 56001-02
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscul A{HjEELTSRY 30 Fhg/ml
IpoaykT: Ketopon" (keroponak) pacTBop Ansi BHYTPHBEHHOIO M BHYTPHMBIILIEYHOro BBeaeH s, 30 mr/mn
Batch No / : V220289 Batch Quantity / : 209090ampules /
Cepns Ne O0bem cepun 209090 amnyn
Analytical Report No / : 890001589280 Date of Analysis / : 30.04.2022
AnanuTHyecKHii oTuet No aTa aHANH3a
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
Jdara npon3sBojcrea I'onen o
Analysis performed according ND / Anann3 nposeaen mo HJ/I: JI[1-001365-170222

Pagelof4/Crp.1n34

No

No Test / TlokazaTeasn

Results / PeayabTaTsi

Specification / Hopma

1 Description / Onucanue

Clear  colorless solution. /
[Tpospaunsiii GecuBeTHLIH pacTBOp.

Clear colorless to pale yellow solution.
[ Tlpozpaunblii OecuseTHBIN HIH
CBETJIO-KENThLH pacTBOp.

2 Identification /
IMoanuaHOCTE

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
YIEpXKHUBAHUA OCHOBHBIX MHKOB Ha
XpOMAaTOrpaMMe UCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHaM
YIOEP)KHBAHUA OCHOBHBIX IMKOB Ha
XpomaTtorpamme
pacTBOpa KeTopoJjiaka TpOMeTaMMHa
" HanpoKceHa (paznen
«KoinuecTBeHHOE OnpeaeneHHe»)

CTaHJApTHOIO -

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
YAEPIKHBAHUS OCHOBHBIX ITMKOB Ha
Xpomarorpamme UCTIBITYEMOTO

pacTBopa IOJKHBI COOTBETCTBOBATH
BpEMEHAM YIEPXKHBAHUS OCHOBHBIX
MHKOB Ha XpoMarorpamme
CTAHOAPTHOIO pacTBOpa KeTopoiaKa
TPOMETAMMHA M HanpokceHa (pasgen
«KonuuecTBeHHOE ONpeleieHHeE)

3 Clarity / TIpo3paunocTs

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension [. / Onanecuexuus
npenapara He JAOJKHA MPEBBIIATh
OMaIeCLEHLHIO YTAIOHA cpaBHeHHs L.

4 Color / lIBeTHOCTB 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npy AnuHe BOIHBI
430 Hm.

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

Remarks : The Product confirms to ND/
ITpumeyanue: [ponykT cootercryer Tpebosannsm HJT

Conclusion : APPROVED /
Jaxmouenne: OJIOBPEHO

Prepared by /
TMoarorosneno: Ankit

(A

Checked by /
[Tposepeno: Himesh Kumar

=

Approved by: Manager/Executive /

Opobpeno: Menemkep / Pyrosoaurens

—

Pavan Kumar Sharma /‘é‘ —

B

Reprint Date /
Jara: 30.04.2022

Reprint Date /

Jara: 30.04.2022

Reprint Date /
Jlara: 30.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s ‘,‘.’

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIHM3A

Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscul #¥injectiofy; 30 tg/ml

ponykr: Ketopon” (keToposiak) pacTBop /U1 BHYTPHBEHHOrO M BHYTPHMbIUIEYHOTO BBeeHNs, 30 MTI/MJI
Batch No / : V220289 Batch Quantity / : 209090ampules /
Cepusn Ne Oobem cepun 209090 amnyn
Analytical Report No / : 890001589280 Date of Analysis / : 30.04.2022
AHanuTHYecKHil oTuer Ne Jlara ananunza

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

Jlara nponsBoacTBa Iopen 1o

Analysis performed according ND / Anains nposeaen no HJL: JITT-001365-170222

Page 2 of 4/ Crp. 2 m3 4

6 Particulate matter / MexaHu4ecKHe BKIIOYEHHS
6A Visible particles / Complies / CootBeTcTBYET Should correspond to requirements. /
BuanMbie 4acTHUb! B cOOTBETCTBUH C TPeOOBAHHAMH,
6B Invisible particles /
HeBunumeie yacTHUBI:
i. Particles > 10 pm/ 61 not more than 6000 per ampoule /
Yactuu pazmepom > He 6onee 6000 Ha amnyy;
10 MkM
il. particles > 25 pm/ 09 not more than 600 per ampoule /
YACTHL{ pa3MepoM > ne 6onee 600 Ha amnyJy.
25 MKM
7 Related substances / PoacTeennbie npumecH
Impurity A / [Tpumecs A 0.16 % not more than 0.20% / He Gonee
0,20 %;
Impurity B / [pumecs B Not detected / He obHapyxena pnot more than 0.50 % / ne Gonee
0,50 %;
- Less than LOQ (LOQ = 0.033 %) / Huxe
Impurity C / Ilpumecs C Npeiena KOTHYECTBSHHORO ONPEACACHHA not more than 0.50% / He Gonee
(ITKO = 0.033 %) 0,50 %;
Impurity D / Ilpumecs D Less than LOQ (LOQ = 0.047 %) / Hinke not more than 0.20% / ne Oonee
' npeena KoAMYECTBCHHOr0 ONpeaceHHA 0,20 %.
(ITKO = 0.047 %)
Any unspecified impurity / Not more than 0.20 % / He Gonee
EnunnuHas HenaeHTHUIM- 0.07 % 0,20 %.
PpOBaHHas NMPUMECH
Total impurities / Cymma 0.23 % Not more than 1.50% / He 6Gonee
npuMecei 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Baexaemsblii 00bem He menee HomuHATBHOTO (1,0 M)

Remarks : The Product confirms to ND/
ITpumeyanue: Ilpoaykr coorsercrayer Tpedbosannam HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
TToarorosneno: Ankit

(B

Checked by /
IMposepeno: Himesh Kumar

—_—

Approved by: Manager/Executive /
Onobpeno: Menemiep / PykoBoauTeb
Pavan Kumar Sharma <. — _—

Reprint Date /
Hara: 30.04.2022

Reprint Date /
Jara: 30.04.2022

Reprint Date /
Jlara: 30.04.2022
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www.drreddys.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®HKAT AHAJTH3A

Tel : +91 98166 56001-02

CrepuabHocTh (18 Kama0H
15-0# cepun)

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscul AP TH{EEHsHS 30 fhg/ml
Ipoayxr: Keropon” (keToposiak) pacteop /U1 BHYTPHBECHHOTO M BHYTPUMBILLICHHOTO BBEACHHS, 30 mMr/mn
Batch No / : V220289 Batch Quantity / : 209090ampules /
Cepust Ne O0bem cepun 209090 amniyn
Analytical Report No / : 890001589280 Date of Analysis / : 30.04.2022
Ananuruyeckuii oryer Ne Jarta anannza
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
JlaTta npon3BojcTBa Togen no
Analysis performed according ND / Ananus nposenen no HJL: JI[1-001365-170222
Page 3 of 4/ Crp. 3 uz 4
9 Bacterial endotoxins / <=(.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakTepuansHble <=0.725 ED/mMr tromethamine. / He 6onee 5,8 ED/Mr
IHAOTOKCHHBI KETOpoJaka TPOMETaMHHa.
10 Sterility (every 15th batch) / Complies / Ctepunen Must be sterile. / JomkeHn ObITb

CTEPHJIBHBIM.

11 Assay / KonnyecTBenunoe 29.67mg / 29.67mr From 27.0mg to 33.0mg of
onpeaeneHune CisHi3sNO3- C4H 1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pia] 33,0 Mr C15H13N03'C4H1[N03
(keToposiaka TPOMETaMHH) B 1 MIL.
12 Alcohol content / DTanon 11.53 % From 10.60 % to 12.60 %. /

Or 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/

ITpumeyanne: TpoaykT cootercTeyeT Tpebosannsm HJL

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by /
IToarorosieno: Ankit

Checked by /
ITpoeepeno: Himesh Kumar

\

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykosoauTeb

Pavan Kumar Sharma ‘i‘;:;iz— .

(P
i~z
Reprint Date /

JHara: 30.04.2022

Reprint Date /
Hara: 30.04.2022

Reprint Date /
Jara: 30.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com
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‘..0 Dr. Reddy’s Laboratories Ltd.
) @ ; \ g
Formulation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS 0+ sopan, H.p, 173 205, INDIA
CEPTUOUKAT AHAJIM3A 1. 191 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculyf;eE8GHY> 30 hg/ml
IMponykr: Keropon® (keroponak) PacTBOP AJ1 BHYTPUBEHHOIO H BHYTPHMBILICYHOTO BBeACHMS, 30 Mr/mi
Batch No / : V220289 Batch Quantity / : 209090ampules /
Cepua Ne O6nem cepun 209090 ammyn
Analytical Report No / : 890001589280 Date of Analysis / : 30.04.2022
AHAJHTHYCCKHH oTYeT No Jlara ananusa
Date of Manufacture / s Apr.2022 Date of Expiry / : Mar.2025
Hara npousBojcTBa Topen xo
Analysis performed according ND / Anaaus nposenen mo HJI: JI[1-001365-170222
Page4 0of 4/ Crp.4n3 4
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 cut ring 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 mMn B amnynsl w3 | ina carton pack. /

CBETO3aLUTHOIO crekia | [To 1 wMn B ammynsl w3

kopuuHeBoro Knacca I (USP). B | cBeTO3amMTHOrO CTEKA KOPHYHEBOrO
BEPXHEH YacTH amIlyjlbl HaHeCceHbl | WIM  TEMHO-KOPMYHEBOrO  IIBETa
KONbLLO ¥ Touka 1A pasnoma. Ha | wmacca I (USP). B Bepxueil wactu

amryny HakleHBalOT ITHKETKY. aMIlyJibl HaHeceHbl KOJIBLO M TOYKa
[To 10 ammyn ¢ uHCTpykumeil mo | i pasnoma. Ha aMnyny HakieHBaloT
NPUMEHEHHIO NOMELIAIOT | ITHKETKY.

B [IBX/amomunnessiit Gnuctep. ITo 10 ammyn c HHCTpyKuMe# mo
ITo 1 Gauctepy B nayky KapTOHHYIO. | NpUMEHEHHIO MOMELIArT

B [IBX/amomuunessiii 6aucrep.

[To 1 6nucTepy B nayky KapTOHHYO;
Uls  cTauuoHapoB: mo 2, 3, 5
BJIMCTEPOB B NAaYKy KAPTOHHYIO.

14 Labelling / Mapkupogka According to ND / B cootBerctanu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aiusimeHHOM
XpaHenne OT CBETA MecTe MpH TeMreparype He Buime 25 °C. He 3aMopaxuBars.

16 Shelf-life / Cpok roanocTu 3 years. / 3 rona.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: INpoaykT coorserctayet TpeGopanuam HJI 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: Ankit ITposepeno: Himesh Kumar Opnobpeno: Menemwkep / Pyxosoaurens

/75‘ C:—S/—’: Pavan Kumar Sharma = d;——
—/ N a

Reprint Date / Reprint Date / Reprint Date /
Hara: 30.04.2022 Hara: 30.04.2022 Jara: 30.04.2022
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PEAEPAALHASR CAYNEA IO HAAIOPY

«CBegeHna o BBoAeE B rpaxgaHckuin odopoT B Poccuinckon degepaumm NeKapCTBEHHbIX

B OPEPE BAPABOCXPAHEHUA

CpefcTB no coctoAHUIo Ha 14.07.2022 13:22»

mr/mo | . (1 M), ammyas (10),
Gnucrepst (1), NauKy KapTOHHbBIE/ ~

JlaGopatopuc JiTa

Huaus

JlaGopatopuc”

Oprann3anss,
JlaTa BHeCEeHH: B Ipou3BoguTens Caejiennn o Homep Homep, nara
Hopmarnsuaas BBIYCTHBINASA B
AHC Toprosoe HAHMEHOBaHHE (BBIMYCKAKIHIA Crpana CTAJHAX CEPHH, pa3spelleHHs Ha
JIOKYMEHTAIHSI TPaXKAAHCKHIA
Pocanpasuagsopa KOHTPOJIb) NPOH3BOJCTBA NApTHH HIII
obopor
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