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(Product o/

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

Hpoaykr: Keropon” (KeToponak) pacTeop /ist BHYTPHBEHHOTO W BHYTPHMbILLICUHOTO BBEACHUS, 30 MP/MJl
Batch No / : V230034 Batch Quantity / 1 272727ampules /
Cepusi Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001642551 Date of Analysis / : 27.01.2023
AHanutHYeckuil oryer No Hdara ananusa

Date of Manufacture / : Jan.2023 Date of Expiry/ : Dec.2025

JlaTta npou3BojacTBa I'ogen o

Analysis performed according ND / Auanus nposeaen mo HJI; JIT1-001365-170222

Page 1 0of4/Crp. 1u3 4

ioo Test / IToka3zaTtens Results / PesyabraThbl Specification / Hopma

1 Description / Onucaune Clear light yellow solution. / | Clear colorless to pale yellow solution.
Ilpo3payHsiit CBETIO-KeNTeI | / Tlpospaunsiii  GecUBETHLIH  HiH
pacTBop. CBETJIO-XKEThIH PacTBOp.

2 Identification / The retention times of the main | The retention times of the main peaks

IMoanuHHOCTL 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
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay section) / Bpemena
YIOCPXXMBaHUS OCHOBHBIX NMUKOB Ha | YAEPXKHBAHUA OCHOBHBIX ITHMKOB HAa
XpoMaTorpamme HCOBITYEMOTO | XPOMAaTorpamme UCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM | pacTBopa JOMKHBI COOTBETCTBOBATh
YOEPXKHUBAHHUA OCHOBHBIX ITHKOB Ha | BPEMEHAM YIEPKMBaHHS OCHOBHBIX
XpoMaTorpamme CTaHAApTHOTO | MHKOB Ha XpoMaTorpamme
pacTeopa KeToponaka TPOMETaMHHa | CTAaHAAPTHOrO pacTBOpa KETOpoJaka
U HalpoKceHa (pasnen | TpoMeTaMMHA M HalpoKceHa (pasmen
«KonyecTBeHHOE onpenesieHre») «KonuuecTBeHHOE OrpeeieHIey)

3 Clarity / IlpozpauHocTs Complies / CootBeTcTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuexins
npenapara He JOJDKHA NMPEBLILIATh
OMAanecUeHIHUIO ITANOHA CpaBHeHu 1.

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

He 6onee 0,20 npu JuTiHE BOJIHEI
430 1m.
5 pH 7.35 From 6.9t07.9./071 6,9 no 7,9.

Remarks: The Product confirms to ND/
[Tpumeraime: Ipoxywr coornorernycr TpeGosamiam 11J]

Conclusion: APPROVED /
3ukiwuenue: ONOBPEHO

Prepared by /
IoarorosineHo: Ankaj Verma

—
-
ﬁ

Checked by /
IlporepeHo: Nazcsh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / P}erBO,E[HTf.‘J'[b

(1 Pavan Kumar Sharma . ——
2 =

Reprint Date /
Hata:27.01.2023

Reprint Date /
Hara: 27.01.2023

Reprint Date /
Hata : 27.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills,

Hyderabad - 500034, Telangana, india

Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email. mail@drreddys.com
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rT’roduct e/

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

Ipoaywr: Keropost™ (Ketoponak) pacTBop Ais BHYTPHBEHHOTO W BHYTPHMBILICUHOTO BBEAEHUS, 30 Mr/m
Batch No / : V230034 Batch Quantity / : 272727ampules /
|Cepusnt Ne O6nem cepun 2727277 amnyn
Analytical Report No / : 890001642551 Date of Analysis / : 27.01.2023
AHaauTHYeCKHH oTuer No Hara anannia
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jara npousBojacTBa Topgen o

Analysis performed according ND / Ananus nposesen no HJI: JIT1-001365-170222

Page 2 of 4/ Crp. 2 u3 4

6 Particulate matter / Mexanuueckue BKITIOYEHHS

6A Visible particles /
BuanMble yacTULBI

Complies / CooTBercTBYET

Should correspond to requirements. /
B cooTtBeTCcTBUM € TpeDOBAHUAMN.

6B Invisible particles /
HeBunumele yacTHLBL:

1. Particles > 10 pm / 33 not more than 6000 per ampoule /
Yactuy pazmMepom > He 6onee 6000 Ha amnyny;
10 Mmxm

ii. particles > 25 pm / 01 not more than 600 per ampoule /
YaCTHLL Pa3MEPOM > He 6onee 600 Ha amnyy.
25 MKM

7 Related substances / PoacTeennnle npumecu
Impurity A / TIpumecs A 0.15% not more than 0.20 % / He 6Goiee

Impurity B / Ilpumecs B

Below Limit of Detection (LOD = 0.014 %) /
Husxe npeacna oGHapykenns (11O = 0.014 %)

Impurity C / Ilpumecs C

Less than LOQ (LOQ = 0.033 %) / Husxe
npeacna KOJMYCCTBEHHOTO ONpPEACICHHS
(IMKO = 0.033 %)

Impurity D / Ilpumecs D

Below Limit of Detection (LOD = 0.014 %) /
Hinke npenena o6Hapyxenns (110 = 0.014 %)

Any unspecified impurity /
Enunuunas HenneHtuduiu-
pOBaHHas NMPUMECH

0.05%

0,20 %;

not more than 0.50 % / He Oojee

0,50 %;

not more than 0.50 % / He 6Gojee

0,50 %;

not more than 0.20% / He OGojee

0,20 %.

Not more than 0.20 % / He 0osee
0,20 %.

Remarks: The Product confirms to ND/

[Tpumeyanne: ITponykT cooTBeTcTBYET TpebosaHusam HJJ

Conclusion: APPROVED /
3akmouyenne: OJJOBPEHO

Prepared by /
IoaroroeneHo: Ankaj Verma

o

Checked by /

IIposepeHo: Naresh Kumar

Mr
-

Approved by: Manager/Executive /
Ono6peno: Menemxkep / P?’-IgDBOiII-'ITeJIb

Pavan Kumar Sharma tj:_///’;_:,,/

Reprint Date /
Hara:27.01.2023

Reprint Date /
Hata: 27.01.2023

Reprint Date /
Hara : 27.01.2023
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Formulation Unit-6
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CEPTUOPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilponykr: Keropon" (keToponak) pacTBop [isi BHYTPUBEHHOIO W BHYTPUMBbILIEYHOrO BBeAeHUs, 30 Mr/mu
Batch No / : V230034 Batch Quantity / + 272727ampules /
Cepus Ne O6Bem cepun 272727 amnyn
Analytical Report No / : 890001642551 Date of Analysis / : 27.01.2023
AnanuTH4yecKui oryet Ne JlaTa anannsa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JlaTa npou3BOACTBA Topen no

Analysis performed according ND / Ananus nposeaen no HJI: JIT1-001365-170222

Page3 of4/Crp.3u34

Total impurities / Cymma 0.20% Not more than 1.50 % / He 6onee
npuMecen 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Biekaemblii 00bem He menee nomunanbHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepunanbHbie <=0.725 E3Q/mr tromethamine. / He 6onee 5,8 ED/mr
IHAOTOKCHHLI KETOpOoJlaka TPOMETaMHHa.

10 Sterility (every 15th batch) / Must be sterile. / omkeH ObITb
CTepuibHOCTD (A5 Ka:KA0I COMPLIES CTEPUIIBLHBIM.
15-o0ii cepun)
11 Assay / KonyecTBeHHoe 29.60 mg /29.60 mr From 270mg to 33.0mg of
onpeneneHue C1sH13NOs- C4H 1 NO;3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pi (o] 33,0 MI C15H13NO3'C4H11N03
(keToponaka TpOMETaMUH) B 1 ML
12 Alcohol content / ITaHon From 10.60 % to 12.60 %. /
11.41 % Ot 10,60 % no 12,60 %.

Remarks! The Produet confirins to ND/

ITpumeuanue: IlpoaykT coorBeTcTBYeET TpeboraHuam HJJ

Uuvnclusion: APFRUVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotorneno: Ankaj Verma IIposepeno: Nargsh Kumar Ono6peno: Menemxep / Rykoaomneﬂb
& ﬁz Pavan Kumar Sharma ,_l';;,_,-- =
" :
Reprint Date / Reprint Date / Reprint Date /

Jara:27.01.2023

Jara: 27.01.2023

Jlara : 27.01.2023

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: L85195AP1984PLC004507
www.drreddys.com
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Product : /. Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
IIpoavkr: Ketopos * (ketoponak) pacrsop s BHYTPHBCHHOIO W BHYTPHMbILIEUHOrO BBEACHUS, 30 Mr/mn
Batch No / 1 V230034 Batch Quantity / 1 272727ampules /

Cepus Ne Obbem cepun 272727 amnvn
Analytical Report No / : 890001642551 Date of Analysis / : 27.01.2023

AHAJIHTHYECKHUI oTdeT No

Jara ananuza

Date of Manufacture /
Jlara nponseoacrsa

: Jan.2023

Iogen no

Date of Expiry /

: Dec.2025

Analysis performed according ND / Auanus nposenen o HJL: JI[1-001365-170222

Page 4 of 4/ Crp. 4 u3 4

13

Packaging / Ynakoska

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. /

[lo 1 M1 B amnyns w3
CBETO3alUTHOIO cTeka
KopuyHeBoro knacca I (USP). B
BEpXHEHN 4acTH aMmyJjlbl HaHeCeHsbI
KONIBLI0O M TOYKa s pasioma. Ha
amnysy HakIeHBaloT STHKETKY.

[To 10 amMnyn ¢ uHcTpyknueit mno
NPHMEHEHHIO NOMELLAIOT
B [IBX/antomunuessrit 6aucrep.

Io 1 6auctepy B nauky kapToHHy.

A cut ring and point in the upper part

I mL in class I light-shielding amber |
or dark amber glass ampoules (USP).

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. /

ITo 1 ™Mn B amnyas 3
CBETO3AILUTHOIO CTEKJIa KOPUYHEBOTO
WIH  TEMHO-KOPHYHEBOTO  LBeTa
wiacca I (USP). B Bepxueit wactu
amnyitbl HaHECEHBl KOJbIO W TOYKa
Ui pasnioma. Ha aMriyny HakiTeHBaioT
ITHKETKY.

[lo 10 ammyn ¢ wuHCTpyKuUMelt Mo
IPUMEHE HHIO MOMeIIaoT
B [IBX/amomunueBslii 6auctep.

o 1 6amucTepy B nauky KapToHHYIO;
oA cTauMoHapoB: no 2, 3, 5
OJIHCTEPOB B HAYKY KAPTOHAYIO.

14 Labelling / Mapkuposka

According to ND / B cootsetcteuy ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3alUMIIEHHOM
OT €BCTa MeCTe MIpU TEMNEpaType He Bbilue 25 °C. He 3amopaxuBar.

16 Shelf-life / Cpok roanocTn

3 years. / 3 rona.

Remarks: The Product confirms to ND/

lpumesanue: IpoaykT cootperTcTBYeT Tpedosarnam HJJ

Conclusion: APPROVED /
3akmoyenne: OJJIOBPEHO

Prepared by /

[Moarorosneno: Ankaj Verma
)

A

Checked by /
[TpoeepeHo: Nazh Kumar
LY

Approved by: Manager/Executive /
OnobpeHo: Menemxep / {Rymsom-rrenb

Pavan Kumar Sharma :’;;,/

-

Reprint Date /
Jarta:27.01.2023

Reprint Date /
Mara: 27.01.2023

Reprint Date /
Hara : 27.01.2023
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