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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

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 intramuscular ‘1‘1’{‘1"&1‘?5]‘?\9@6‘%@;}1|

| ITpoaykr: Keropon” (ketoposiak) pacteop ans BHY TPHBCHHOIO H BHYTPHMbBILLEHHOTO BBEACHUSA, 30 MI/ma |
Batch No / : V220753 Batch Quantity / : 272727ampules /
Cepns Ne - O0bem cepnn 272727 amnyn
Analytical Report No / : 890001617022 Date of Analysis / : 20.09.2022
AHanuTHUeCKHH 0T4eT Ne Jara ananu3za

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025 ]
HaTa npou3Boacria TI'open 10

Analysis performed according ND / Auanus nposexen mo HJI: JIT1-001365-170222

Page 1 of4/Crp.1u3 4

i,oo Test / [lokazatens Results / Pe3yabTaTthl Specification / Hopma
1 Description / Onncanue Clear colorless solution. /| Clear colorless to pale yellow solution.
[Tpo3paunpiii 6eclBeTHbIH pacTBOp. /" Tlpospaunbili OecLBETHBIH  UAl
CBETJIO-KEIThIiT pacTBop.

2 Identification / The retention times of the main | The retention times of the main peaks
IMoanuuHoOCTL 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
YACPXKHBAHHUSA OCHOBHLIX IMWKOB Ha | YAEPKUBAHMA OCHOBHBLIX ITUKOB Ha
XpoMaToTpamme MCNIBITYEMOrO | XpOMaTorpamme UCTILITYEMOrO
pacTBOpa COOTBETCTBYIOT BpEMEHAM | pacTBOpa MOJKHBI COOTBETCTBOBATH
YAEP)KUBAHUST OCHOBHBIX IIHKOB HAa | BPEMEHAM YIEP)KMBAHHS OCHOBHbBIX
Xpomarorpamme CTAHIAPTHOTO | [HKOB Ha XpOMaTorpamme
pacTBopa KeTopolaka TPOMETAMHMHA | CTAaHAAPTHOTO PacTBOpa KETOpONaka
H HanpokceHa (pasmen | TpomeTamuHa W HanpoKceHa (paszen

«KOnM4eCTBEHHOE ONPEAENEHHE) «KonnvecTBeHHOE onpeaencHHeE»)

3 Clarity / llpo3paunocTs Complies / CooTeeTcTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He I0MKHa MPEeBbILIATE
ONAIECLEHIHIO 3TAIOHA CpaBHEeHNS I,

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

He 6onee 0,20 npu [IMHE BOJIHEI
430 HM.
5 pH 7.30 From 6.9t07.9./0t1 6,9 10 7,9,

Remarks : The Product confirms to ND/
[Tpumeuanue: Iponykr coorBercTByeT Tpeboranusm HJJ

Conclusion : APPROVED /
3aknwodenne: OJOBPEHO

Prepared by /
IToaroroeneno: Pardeep Kumar

[

Checked by /

Iposepeno: Himesh Kumar

)

Approved by: Manager/Executive /

OpnobpeHo: Menemxep / Pykosonutens

£ | Amit Kumar k\_}
-

Reprint Date /
Hata:20.09.2022

Reprint Date /
Jara: 20.09.2022

Reprint Date /
Hara : 20.09.2022
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AHajinTHYecKHii oTuer No

Hara anannza

‘Product : / Ketor(T(K?oro—lac) solution for intravenous and intramuscular Wﬁiﬁ’ﬁiﬁiﬁﬁﬁf{?wﬁ_
Mpoavkr: Keropoa" (ketoponar) pacreop ans BHVTPHBCHHOIO W BHYTPHMbILICHHOTO BBEACHNA, 30 Mr/mn
Batch No / : ¥220753 Batch Quantity / : 272727ampules/ |
Cepust Ne Odbem cepun 272727 amnyn
Analytical Report No / : 890001617022 Date of Analysis / : 20.09.2022

Date of Manufacture /
Jarta npoussoacrea

: Aug.2022

IlNogen mo

Date of Expiry /

: Jul.2025

|Analysis performed according ND / Ananus nposenen no HJi: JITT-001365-170222

Page 2 of 4/ Crp. 2 n3 4

[ 6 Particulate matter / Mexaunueckne Brarouenns
6A Visible particles / Complies / CooTeeTcTByeT Should correspond to requirements. /
Buanmbie vacTiupt B cooTBeTcTBMI ¢ TpeboBaHIAMIL.
6B Invisible particles /
HeBunnmele yacTiup::
i. Particles > 10 um/ 21 not more than 6000 per ampoule /
Hactuu pazmepom > He Gonee 6000 Ha ammyny;
10 MkM
ii. particles > 25 pm / 02 not more than 600 per ampoule /
YaCTHIL pa3Mepom > He 0onee 600 Ha ammyny,
25 MkM
7 Related substances / Poxcreennble npHuMecu
Impurity A / Tlpimecs A 0.14% not more than 0.20% / He Gounee
0,20 %;
Impurity B / [Tpumect B Below Limit of Detection (LOD = 0.014 %) / not more than 0.50 % / He Gonee
Huxe npenena odnapyicenns (N0 = 0.014 %) 0.50 %:
a 0.
Impurity C / IMpumecs C Less than LOQ (LOQ = 0.033 %) / Huce not more than 0.50 % / He Gonee
Tipcacena KonUYecTBeHHOro onpeacneHus 0 50 0/ :
(IKO =0.033 %) =Y 0
1 1]
Impurity D / Ilpumecs D Below Limit of Detection (LOD = 0,014 %) / not {)nore than 0.20 % / He 6onee
Hiore npenena oduapyseniis (IO =0.014 %) 0,20 %.
= - . S
Any unspecified impurity / Less than LOQ (0.05%)/ Hiore npeacra Not ;nore than 0.20 % / He Gonee
Enunmynas HeHneHTH Gy~ KONWYCCTBEHHOrO onpeaencuns ([IKO = 0,20 %.
poBaHHas MpuUMech 0.05 %)
Total impurities / Cymma 0.14% Not more than 1.50 % / He 6onee
npuMeceti 1,50 %.

Remarks : The Product confirms to ND/
[Tpumesanue: Mponykr cooreerTcTByeT Tpeboranuam HJJ

Conclusion : APPROVED /
3akaouenne: QJJIOBPEHO

Prepared by /
Toxrorosneno: Pardeep Kumar

Checked by /
[Tposepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoautens

- _ . Amit Kumar N k_;b =
Reprint Date / Reprint Date / Reprint Date /
Jara:20.09.2022 Jara: 20.09.2022 JHara : 20.09.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and i;tramuscular‘T‘?W@fiﬁ”ﬁg{aﬁ {R%ml -
Mpoaykr: Ketoposn” (keToponak) pacTBOp Uist BHYTPHBCHHORO H BHYTPHMBILLCUHOIO BBEACHHA, 30 Mr/at
Batch No / 1 V220753 'Batch Quantity / : 272727ampules /
Cepus Ne Oo0nem cepiin 272727 amnyn
Analytical Report No / : 890001617022 Date of Analysis / : 20.09.2022
AHanuTHYeCKHIl oT4eT No Jdara ananuza

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025

Jdara npousBoiacrea Iogen go

Analysis performed according ND / Anannz nposeaen no H/I: JIT1-001365-170222

Page 3 of 4/ Crp. 3 u3 4

r 8 Extractable volume /
H3enekaemblii 00bem

1.0ml/ 1.0 mn

Not less than label claim (1.0 mL) /
He menee HomunanbHoro (1,0 m)

9 Bacterial endotoxins /
bakrepuasnbubie
IHAOTOKCHHBDI

<=0.725 EU/mg /
<=0.725 EDQ/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He Gonee 5,8 ED/mr
KETOpOJIaka TPOMETaMHHa.

15-0ii cepun)

10 Sterility (every 15th batch) /
CrepuabHocTs (118 Kamaoii

Complies / Ctepunien

Must be sterile. / Jlomken O6GbiThb
CTEPUIILHLIM,

11 Assay / KosinuecTBenHnoe 29.61 mg/29.61 mr From 270mg to 33.0mg of
onpeaeieHne CisH13NO3-C4H 1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mMr
0 33,0 Mmr C15H13NO3‘C4H|1NO3
(keToponaka TpoMeTaMuH) B 1 M.
12 Alcohol content / Tanon 11.65 % From 10.60 % to 12.60 %. /

Ot 10,60 % 10 12,60 %.

Remarks : The Product confirms to ND/
[Tpumeuanue: IpoaykT cootBeteTByeT TpeGoBaHAM HJJ

Conclusion : APPROVED /
3akawouenune: OTOGPEHO

Prepared by /
ITonrorosneHo: Pardeep Kumar

< _

——

Checked by /
I[Tposepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemiep / Pykosoaurens

Amit Kumar l':_x e

Reprint Date /
Ja1a:20.09.2022

Reprint Date /
Jara: 20.09.2022

Reprint Date /
Hara : 20.09.2022
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AT

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular Tnffi)’&iﬁﬂ'%‘i&’%’i”ﬁ%’Tﬁ{j?mi
Mpoaykr:  Keropon' (keroponak) PACTBOP 115 BHYTPHBEHHOTO H BHYTPHMBILICYHOTO BBEACHHS. 3() M/My
Batch No / : V220753 Batch Quantity / : 272727ampules /
Cepust No Ob6wem cepun 272727 amnivn
Analytical Report No / : 890001617022 Date of Analysis / : 20.09.2022
AHaluTHYeCKUit oTuet No Hara ananusa
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025
Jata npoussoacrea I'omen g0

LAualysis performed according ND / Anaaus nposeaen no HJI: JI-001365-170222

Page 4 of 4/ Crp. 4 n3z 4

13 Packaging / Ynakoska I 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 ampoulesand 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 wMn B amnyasl 3 | ina carton pack. /
CBETO3aLUUTHOrO crekna | Tlo 1 wmMn B  amnynn w3
kopuinesoro knacca I (USP). B | cBeTo3alMTHOro cTeKNia KOPUYHEBOIO
BEPXHEH 4aCTH aMNysibl HAHECEHBI | WM  TEMHO-KOPHYHEBOTO  [[BETA
KOJbLO W ToYKa 1na pasnoma. Ha | kmacca I (USP). B Bepxueii uactu
aMIyJy HaKJIeHBalOT ITHKETKY. amIylibl HaHECEHbl KONbLO M TO4Ka
Ilo 10 amnyn ¢ nnctpykumeit mo | ansa pasnoma. Ha amIyNy HaKJIEHBaIOT
HPUMEHEHHUIO NOMEWAIOT | 3THKETKY.
8 [IBX/amoMunueBbiii Gnuctep. [To 10 ammyn ¢ wuHCTpykumedl no
Ilo 1 6nucrepy B nayky KapTOHHYIO. IPHMEHEHUIO OMELIAOT
8 [IBX/antomMnHueBblii GnucTep.
Io 1 6aucTepy B navky KapTOHHYIO;
u1s cTauMonapoB: mno 2, 3, 5
OJ1HCTEpPOB B NAYKY KAPTOHHYIO.
14 Labelling / Mapkuposka According to ND / B cootserctaun ¢ HJI,
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3auiimentom
XpaHenue OT CBETa MeCTE NMpK TeMneparype He Boilie 25 °C. He 3amMopaxuBarTh.
16 Shelf-life / Cpox roanocTn 3 years. / 3 rona.

Remarks : The Product confirms to ND/

[Tpumeuanue: [Mponykr cooTBeTcTBYET TpeGoBAHHM HI

Conclusion : APPROVED /
3akmouenue: OJIOFPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToarorosneno: Pardeep Kumar Hpoeepeno: Himesh Kumar | Ono6peto: Menemxep / PykoBogurens
C)L—— —% Amit Kumar AN\

Reprint Date / Reprint Date / Reprint Date /

Hata:20,09.2022

Jlara: 20.09.2022

Hara : 20.09.2022
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