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

Mpoaykr: Ketopon™ (keroponak) pactsop Al BHYTPHBEEHHOTO ¥ BHYTPHMBILIEYHOTO BBE/ICHHA, 30 mMr/ma
Batch No / £ V230024 Batch Quantity / : 272727ampules /
Cepus Ne O6nem cepun 272727 amnyn
Analytical Report No / : 890001640931 Date of Analysis/ : 18.01.2023
Aunagnridecknii oryer Ne JaTra aHanu3a

Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025
JlaTa nposR3BOACTBA I'ogen Ao

Analysis performed according ND / Auanus nposeaer no HJ: JI[1-001365-1 70222

Pagelofd4/Crp.1u3 4

i.g Test / [TokazaTens Results / PesyabTaTh! Specification / Hopma

1 Description / Onucanue Clear light yellow solution. / | Clear colorless to pale yellow solution.
[po3payHmnit ceetno-xentelit | / TlpospauHnlif  GecuseTHBIN WU
pacTBop. CBETJIO-KENTHIR PAcTBOP.

2 Identification /
IMognuHHOCTL

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 seclion) / BpemeHa
YAEPKHBAHUS OCHOBHBIX THKOB Ha
XpOMAaTorpamme HCTBITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMeHaM
VAEPKUBAKA OCHOBHBIX MHUKOB HA
XPOMATOTPAMME CTARNAPTHATN
pacTBOpa KeTOpOiaKa TPOMCTaMHHA
H HanpoKceHa (paznen
«KOoMUECTBEHHOE ONpeeICHHE)

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
VIEPXHBAHHSA OCHOBHBIX [HKOB Ha
XpOMAaTorpamMMe WCIBITYEMOI0
pacTBOopa NOMXHbI COOTBETCTBOBATH
BpeMEHaM YIEpXKHBaHHA OCHOBHBIX
AMKNR HA XpPAMATOIPAMME
CTaHJ@pPTHOTO pACTBOpa KeTopoJiaka
TpOMETaMMHa U HanpokceHa (paszesn
«KonuecTReHHOE ONpEAENSHHEN)

3 Clarity / I1pospaunocTh

Complics / CooTBETCTBYCT

The opalescence of the sample should
not exceed opalescence of reference
suspension [. / Onanecuenums
npenapara He JOMKHA IPeBbIINaTh
OMATNeCLIEHLHIO 3TaNoHa cpaBHeHUs L.

4 Color / lIBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6oee 0,20 npH AMHHC BONHBI
430 um.

5 pH 7.35 From 6.9 to 7.9./ Ot 6,9 no 7,9.

Remarks: The Product confirms to ND/
ITpumeuanne: [Tpoaykr coorercTByeT TpeSosanusm HIL

Conclusion: APPROVED /
3axmovenne: ONOBPEHO

Prepared by /
IMoaroToneHo; Shivani Devi

AT

r

Checked by /
[IposepeHo: Ramakant

fodit

Approved by: Manager/Executive /
Ono6peno: Menemiep / Pykosonurens
Manoj Kumar

Reprint Date /
Jara:18.01.2023

Reprint Datc /
Jata: 18.01.2023

Reprint Date /
Harta : 18.01.2023
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CEPTHOUKAT AHAJM3A Tel : +91 98166 56001-02
= www.drreddys.com . 4
Product : / Ketorol (Ketorolac) solution for intravenous and inframuscular injections, 30 mg/ml
Mpoaykr: Keropon” (keToponak) pacteop And BHYTPMBEHHOIO H BHYTPHMBILICUHOTO BECACHHA, 30 mr/mn
Batch No / : V230024 Batch Quantity / : 272727ampules /
Cepnst Ne : O06BbeM cepiin 272727 amnyn
Analytical Report No / : 890001640931 Date of Analysis / : 18.01.2023
AnajurHIecKHi oT4eT No Jata apaamza
Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025
Jara npou3BOACTBa Tonen go
Analysis performed according ND / Anayigs npoBejics no HJI; JIT-001365-170222

Page 2 of 4/ Crp. 2 13 4

6 Particulate matter / Mexanu4eckne BKJIOYEHHS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Bsuaumbie uactaipl B COOTBETCTBUH C TPOOBAHUAMHY.

6B Invisible particles /
HeBHaWUMBIE HYACTHIIBI:

i. Particles > 10 pm/ 70 not more than 6000 per ampoule /
YactHy pasMepom 2 He 6ojee 6000 Ha ammyny;
10 mMxmM
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YaCTHI| pa3MEPOM > He Gonee 600 Ha amMmTyTy.
25 MKM '
7 Related substances / PoacTBeHHBIE TPHMECH
" impurity A/ Llpamech A — 0.14% nol o han 0.20% / we Gomee
0,20 %;
Impurity B / [lpumecs B Not detected / He oGuapyxena not more than 0.50 % / He Gonec
0,50 %;
Impurity C / [Tpumecs C Less than LOQ (LOQ = 0.033 %)/ Hinke not more than 0.50% / He 6onee
npcacna KOANMYCCTBCIHOrO onpcacnedis 0 50 %;

(TIKO = 0.033 %)

Impurity D / Ilpumece D Below Limit of Detection (LOD = 0.014 %) / nol more than 0.20% / we Gonee
Huske npeacna obtapyskerua (110 = 0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He Gonee
Emmnraios neHgetuTHd 0,20 %.
poBaHHax npUMeECh 0.05%
T |
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Mpumeyanue: [poayxT cooTBeTcTBYeT Tpebosaimim HIL Zaxmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTornexo: S;’ivani Devi [lposepeno: Ramakmi Onobpeno: Menemkep / Pykosoautenb
’ 1 K r i
g M Manoj Kumar "l ) 7 jﬁC !
Reprint Date / Reprint Date / Reprint Date /
Jata:18.01.2023 Jara: 18.01.2023 Jara : 18.01.2023
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drraddys.com
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(Product :/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IpoaykT: KeTopon™ (keroponak) pacTop Ul BHYTPHBEHHOIO M BHYTPHMBILLEYHOro BBeAeHHs, 30 MI/mu
Batch No / 1 V230024 Batch Quantity / : 272727ampules /
Cepusn Ne Obbem cepun 272727 amnyn
Analytical Report No / : 890001640931 Date of Analysis / : 18.01.2023
AHanHTHYECKHIT oTYeT Ne Jara asaauza

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

Jata npou3BoAcTBa Togex po

Analysis performed according ND / Asanns nposeaen no HJI: JI[1-001365-170222

Page3 of4/Cip.3u3 4

Total impurities / Cymma 0.20% Not more than 1.50 % / He Gonee
npumeceit 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3enekaemerii 06bem He menee nompuanshoro (1,0 min)

9 Bacterial endotoxins / <=0.725 EU/mg / " Not more than 5.8 EU/mg of ketorolac
Bakrepnaneubie <=0.725 EB/mr tromethamine. / He 6once 5,8 ED/mr
IHAOTOKCUHBY KETOpOJIaka TPOMETaMUHA.

15-o0ii cepumn)

10 Sterility (every 15th batch) /
CrepunbHocTh (AR Kaxaoii

COMPLIES

CTEPUIIBHLIM.

Must be sterile. / HomxeH ObITh

11 Assay / KonuyecTsennoe
onpefecHHE

29.63 mg/29.63 mMr

From 270mg to 33.0mg

C1sH13NO3- C4H1NO3

no 33,0mr
(zeToponnKe TPOMITAMILT) D 1 WL,

of

(ketorolac

tromethamine) per 1 mL. / Or 27,0 Mr
CisHizNOs CsH)NO;

12 Alcohol content / 3Tanon

11.46 %

From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/
Hpunmesaunue: Tlpoaykt cooreeTcTRyeT Tpebosatiyam HJT

Conclusion; APPROVED /
3axawovenne: OJOBPEHO

Hara:18.01.2023

Jara: 18.01.2023

Jlara : 18.01.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Shivani Devi Ipoeepeno: Ramakant 3 Onobpeno: Menemwkep / PykopoauTens
r Manoj K
y o . @ anoj Kumar %?Jgj_&éi‘ _(’
Reprint Date / Reprint Date / Reprint Date /

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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Product : / Ketorol (hetoro!ac) solution for intravenous and intramuscular injections, 30 mg/ml
Tlpoaykr: Keropon” (keTopoaak) pacrsop Ails BHYTPHBEHHOTO H BH}Tpummmctmom seenena, 30 Mr/mn
Batch No / : V230024 Batch Quantity / : 272727ampules /
Cepun Ne Q6nem cepHH 272727 amnyn
Analytical Report No / : 890001640931 Date of Analysis / : 18.01.2023
AHaauTHYECKHH oT4yeT No Hara ananuza
Date of Manufacture / : Dec.2022 Date of Expiry / : Nov.2025
JlaTa MPOH3BOACTBA Tomen o
Analysis performed accordmg ND / Ananus nposegen mo H: JIIT- 001365-170222

Paged of 4/ Crp. 413 4

—

13 Packaging / Ynakoeka

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 n a
PVC/aluminum blister.

1 blisters in a carton pack. /

Tlo 1 Mn B aMmylsl H3
CBETO3aLUTHOTO cTeK:1a
xopuynesoro kmacca I (USP). B
BEpPXHEH 4acTH aMnyJjbl HaHCCEHBI
KOJIBIO M TOYka mis pasnoma. Ha
aMnyJly HaKIeHBaIOT ITHKETKY.

[To 10 amnyn ¢ UHCIpyKuued no
MPHMCEHEHHIO MOMELIA0T
B [BX/antomMunuesslit bnuctep.

1o 1 GuucTepy B MaYKy KapTOHHYIO.

1 mL in class 1 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
leaflét in a PVC/aluminum blister.

1 blisters in a carton pack;

Tor in-patient facilities: 2, 3, 5 biisters

'in a carton pack. /

Mo 1 w™Mn B aMmiynael H3
CBETO3alllMTHOTO CTEKIa KOPHUYHEBOro
M TeMHO-KOPHUIIEBOTO  LIBETA
knacca 1 (USP). B BepxHeh 4acTu
aMmyJisl HAaHECEHBI KOJbLO Y TO4YKa
[jis pasnoma. Ha aMMyny HAKTEHBAIOT

ITHKETKY.
[To 10 ammyn ¢ HHCTpyKUMelf no
[IPUMEHEHUIO MOMEMAEO T

8 [IBX/amoMuHneBbI# GIHCTED.

[lo 1 nuctepy B MauKy KapTOHHYIO;
a1 craudonapoe: no 2, 3, 5
GIUCTEpOB B NadKy KapTOHHYTO.

14 Labelling / MapkupoBka

According to ND / B coorBercTeuu ¢ HJI.

15 Storage conditions /
XpaHenme

In a place protected from light below 25 °C. Do not freeze. / B 3aludieHHoM
OT CBETa MeCTe TIPU TeMnepaType He Bolie 25 °C, He 3aMopaXHBaTk.

16 Shelf-life / Cpox rogsocTu

3 years. / 3 roxa.

Remarks: The Product confirms to ND/
TIpumeuanue: [IpopykT cooTeeTereyer Tpebosannam HII

Conclusion: APPROVED /
3awmouyenue: OMOBPEHO

Prepared by /
ITozrorosneHo: Shivani Devi

AT

Checked by /
[Mposepeno: ggnnkam

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykosoanTels
1!31 Manoj Kumar
E‘j:

LU-"Ia

Reprint Date /
Jara:18.01.2023

Reprint Date /
Jlata: 18.01.2023

Reprint Date /
Iara : 18.01.2023
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