@
Dr.Reddy’s ‘;‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS 4 o[an, H.p, 173 205, INDIA
CEPTUOUKAT AHAJM3A ;491 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul!‘f"‘lﬂjééf?&?éﬂsw'ﬁhg/ml

Mpoaykr: Ketopon® (keToponak) pacTBOp Ajis BHYTPUBEHHOIO M BHYTPHUMBbIILEUHOTO BBeACHHS, 30 Mr/mn
Batch No / : V210935 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0bem cepuu 2,09,090 amrmyn
Analytical Report No / : 890001548680 Date of Analysis / : 29.09.2021
AHajJuTHYECKHH oTYeT No JlaTa ananuza

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024

JlaTa npou3BOJACTBA T'ogen no

Analysis performed according ND / Ananus nposexen no HJI: JI[T-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)

Pagelof4/Crp.1n34

1;00 Test / [Toka3aTenb Results / Pe3yasTaTs! Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear, colorless to pale yellow
[Tpo3paunbslii, OecLBETHBIN PacTBOP. solution. / [Tpo3pauHslii, becLBETHbILI

WJIH CBETJIO-KENThIH PacTBOP.

2) Identification /
IMoaMHHOCTL

chromatogram of
tromethamine and

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
ketorolac | chromatogram of ketorolac
naproxen | tromethamine and naproxen reference
reference standards solution (Assay | standards solution (Assay section) /
section) / BpeMeHa ynmepxuBaHusi | BpemeHa YIEpXHBaHUS OCHOBHBIX

OCHOBHBIX MHKOB Ha | IMKOB Ha XpoMmaTorpamme
XpoMarorpamme UCTILITYEMOTO | HCIBITYEMOr0 — PacTBOpa  AOJDKHBI
pacTBOpa COOTBETCTBYIOT BpeMEHaM | COOTBETCTBOBATDH BpeMeHaM
yIEP)KHBAHUS OCHOBHBIX TIHKOB Ha | YJEpKMBaHUs OCHOBHBIX ITHMKOB Ha
XpoMaTorpamme pacTBopa | XpoMaTorpamme pacTeopa

CTaHIAPTHLIX 06pa3LOB KeTOpOiaKka | CTaHHAPTHBRIX OOpa3loB KeToponaka
TPOMETaMMHA U HallpoKceHa (pasfesl | TpoOMeTaMHHa M HampoKceHa (pasiel
«Konu4yecTBEeHHOE OTpesielICHUE») «KoMuecTBEHHOE ONpPeAeSIEHUEN)

3 Clarity / Ilpo3pauHocThb

Complies / CooTBeTCTBYET The opalescence of the sample should

not exceed opalescence of reference
suspension I. / OnanecueHuns
npenapara He JOJDKHA IPEBbIILATH
OTAJIECLICHIIMIO ITallOHa CpaBHEHUS I.

4 Color / I1geTHOCTD 0.039 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu 1uHE BOJIHB
430 um

5 pH 7.33 Between 6.9 and 7.9/6,9-79

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykr coorBeTcTRYET TpeboBanuam HJI

Conclusion : APPROVED /
S3akmuenune: OJJOBPEHO

Jata: 29.09.2021

Jlara: 29.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[onroroeneHo: Ankaj Verma Iposepero: Himesh Kumar | Onobpeno: Menemxep / Pykosoaurens

[ﬂH/ — —— | Kusum Lata \ \ 2
Reprint Date / Print Date / Print Date /

JHara: 29.09.2021

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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CEPTUOUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul AWHWEERASYS TP Mhg/ml

IpoaykT: Ketopon” (xeToposnak) pacTBOp /jisl BHYTPUBEHHOrO U BHYTPHMbIILIEYHOTO BBEACHN, 30 Mr/mn
Batch No / : V210935 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001548680 Date of Analysis / : 29.09.2021
AHaJIUTHYECKHH oTUeT No JlaTa aHaau3za

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024

Jara npousBoJcTBa I'ogen o

Analysis performed according ND / Ananus nposegen no HJI: JIN1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend No 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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6 Particulate matter / MexaHH4eckHe BKJIIOYEHUS

6A Visible particles /
Buaymble 4acTHLbI

Complies / CoOTBETCTBYET

Should correspond to requirements /
B cooTBeTCTBUY ¢ TpeOOBAHHAMHU

6B Invisible particles /
HeBuayumele 4aCTHULBI:

BDL (Disregard area 1775)

Any unspecified impurity /

i. Particles> 10 pm/ 38 Not more than 6000 per ampoule /
YacTuiipl pa3sMepoM > He 6onee 6000 Ha amryny,
10 MmxM
ii. Particles > 25 pm/ 2 Not more than 600 per ampoule /
YacTuLisl pasMepoM > He 6onee 600 Ha ammyny.
25 MKkM
7 Related substances / PogeTBeHHbIe mpuMecH
Impurity A / ITpumecs A 0.15% Not more than 0.20 % / He 6onee
0,20 %
Impurity B / [Ipumece B Not Detected Not more than 0.50 % / He 6onee
0,50 %
Impurity C / [Ipumecs C Less than LOO (0.033% Not more than 0.50 % / He 6onee
ess than LOQ (0. o) 0.50 %
Impurity D / Ilpumecs D Not more than 0.20 % / He 6onee

0,20 %

Not more than 0.20 % / He 6onee

EnunnyHas BeupeHTUGUIM- 0.06% 0,20 %

poBaHHas NPUMeECh

Total impurities / Cymma 0.32% Not more than 1.50 % / He 6Gonee
pUMece 1,50 %

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam H/JI

Conclusion : APPROVED /
3akaruenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Ankgj Verma ITpoeepeno: Himesh Kumar | Onobpeno: Menemiep / Pykosoaurens
) Kusum Lata v Q\es
8 e
Reprint Date / Print Date / Print Date /
Jara: 29.09.2021 Hara: 29.09.2021 JlaTa: 29.09.2021
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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

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscu] avmjedtieddy3 tomg/ml

Ipoaykr: Keropon" (keToposiak) pacTBop As BHYTPHBEHHOIO U BHYTPHMBbILIEHHOTO BBEACHUS, 30 mr/mn
Batch No / : V210935 Batch Quantity / : 2,09,090 ampules /
Cepns Ne O0bem cepnn 2,09,090 amnyn
Analytical Report No / : 890001548680 Date of Analysis / 1 29.09.2021
AHaJIuTHYECKH# oTyeT No JlaTa anayu3za

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024

JlaTa npoH3BOACTBA TIogen ao

Analysis performed according ND / Ananus nposeaen no HJ[: JI[1-001365-231118 ( amend Ne 1 from
14.01.2020 /m3m.Ne 1 or 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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8 Extractable volume / 1.1ml/ 1.1 mn Not less than label claim (1.0 mL) /
H3pnekaemMblii 00bem He menee nomuHansHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHble <=0.725E3/Mr tromethamine / He Gomee 5,8 EQ/mMr
3HA0TOKCHHbI KeTOpOJiaKa TPOMETaMHUHa

10 Sterility / CTepujbHOCTB Complies / Crepunex Should be sterile / Crepunen

11 Assay / KoauuecTBeHHOE OnpegeieHue
a) Ketorolac tromethamine / 29.35 mg /29.35 mr From 27.0mg to 33.0mg of

Kertoponaka TpoMeTaMUH CisH13NO3- C4H11NO3 (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
pile] 33,0 Mr C15H13NO3‘C4H11NO3
(keToponaka TpOMETaMMH) B 1 M

b) Sodium chloride / HaTpus 4.38 mg/mL / 4.38 Mr/mn Between 4.2 mg/mL and 4.5 mg/mL /

XNopua Ot 4,2 mr/mn 1o 4,5 Mr/mn

12 Alcohol content / ITanon 11.22 % Between 10.60 % and 12.60 % /

Ot 10,60 % nmo 12,60 %

Remarks : The Product confirms to ND/
Ipumeyanue: [IpoaykT coorsercTByeT TpeboBanuam HJ

Conclusion : APPROVED /
3akmouenune: OJJOGPEHO

Prepared by /
IToAroTOBIEHO: An?q, Verma

Checked by /
ITposepeno; Himesh Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemxkep,/-PykoBoantesns

Kusum Lata Pg{ﬂé/f

Reprint Date /
Jara: 29.09.2021

Print Date /
Jara: 29.09.2021

Print Date /
Hara: 29.09.2021

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: L85195AP1984PLCO04507
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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

CEPTHOHKAT AHATH3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramusculawiiedtiedsy30amg/ml
Mpoaykr: Keropon” (KeToponak) pacTBop Asist BHYTPMBEHHOrO M BHYTPUMbILIEYHOIO BBEACHHS, 30 Mr/mi
Batch No / : V210935 Batch Quantity / : 2,09,090 ampules /
Cepusn Ne Ob6bem cepun 2.09,090 amnyn
Analytical Report No / : 890001548680 Date of Analysis / : 29.09.2021
AHanurHyeckuil order Ne JlaTa aHanuza
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024
Jata npoussoacTsa I'ogen 10
Analysis performed according ND / Anasms nposeaen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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13 Packaging / Y nakoBka

1 mL in class I 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.

m

I[To 1 M3 B aMImyjbl W3 TEMHOTO
crexia knacca I (USP). B BepxHei
YacTH aMITyfbl HaHECEHbl KOJIBLO U
Touka Ansd pasnoMa. Ha ammyny
HAKJIEUBAIOT ITUKETKY.

[Mo 10 ammyn ¢ HMHCTpYKUHMEHR MmO
MPUMEHEHUIO MOMELIA0T
B [IBX/anoMiHHEBEI I BHCTED.

Ilo 1 6nucTepy B NayKy KapTOHHYIO.

1 mL in class I 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.

[To 1 M1 B aMITyJibl U3 TEMHOIO CTEKIIA
knacca I (USP). B BepxHel uacTH
aMIIyJibi HaHeCeHbl KOJIBLO M TOYKa
ansi paznoma. Ha ammyny HakneusaioT
STUKETKY.

IIo 10 ammyn ¢ HHCTpyKLueld IO
MPUMEHECHHIO MOMELIA0T
B [IBX/amoMuHHeBBIH OancTep.

ITo 1 6nucTepy B aYKy KAPTOHHYIO;
s crauMoHapoe: mo 2, 3, 5
6JIMCTEPOB B MUKy KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cooretctBun ¢ HJI.

15 Storage conditions /
XpaHnenue

In a place protected from light below 25 °C. Do not freeze. / B 3ammiensom
OT CBETA MECTe IIpH TeMieparype He Bble 25 °C. He 3amopaxuBath.

16 Shelf-life / Cpok roanoctu

3 years / 3 roga.

Remarks : The Product confirms to ND/
[pumeyanue: [Ipoaykr cooTseTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
Zaxmwouenne: OJJOBPEHO

Prepared by /
IToarororneno: Ankaj Verma

/b

Checked by /
[MposepeHo: Himesh Kumar

~

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoANTENb
~ _— Kusum Lata : —

O\ >

Reprint Date /
Jara: 29.09.2021

Print Date /
Jara: 29.09.2021

Print Date /
Jara: 29.09.2021
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