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

IIpoaykr: Keropon" (keToposak) pacTBOp Al BHYTPHBCHHOIO W BHYTPUMBIILIEYHOTO BBEAEHHS, 30 Mr/mn
Batch No / . V250891 Batch Quantity / . 454545 ampules /
Cepus Ne ) Qo6bem cepun " 454545 amnyn
R
2:;‘;‘:;&?;‘;?:::;” : 11/2025 I‘?g;i:flf"p“ y/ : 10/2027

Mfg. License No. /

HponssoncTaennas : MNB/05/263 T : JII-Ne(008888)-(PT-RU)
aunensus Ne Homep PY

Analysis performed according ND / Anaan3 nposegen no HJI: JIII-No(008888)-(PI'-RU)-170225
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No Test / [Tokasarensn Results / PesynbTaTsl Specification / Hopma
1 Description / Onucanue Clear slightly yellow color solution. / | Clear colorless to slightly yellow color
[TpospayHslii pacTBOp cBeTioO-keAToro | solution. / Tlpospaunelii pacTBOp OT
LBETA. 6ecuBETHOrO /10 CBETJIO-KEATOTO LIBETA.
2 | Identification* / UnenTUpuKanusa*
2a | HPLC*/BOXX* The retention time of the main peak in the | The retention time of the main peak in the
chromatogram of test solution corresponds | chromatogram of test solution should
to the main peak in the chromatogram of | correspond to the main peak in the
standard solution. / Bpemst ynepxusanus | chromatogram of standard solution (Assay
OCHOBHOTO TIIMKa Ha XpoMmarorpamme | section). /  Bpema  yaepxuBaHus
HCTILITYEMOTO PAacTBOpa COOTBETCTBYET | OCHOBHOrO THMKa Ha XpoMarorpamme
BpPEMEHH YAEPXKUBAHUA OCHOBHOTO IMKA | HUCILITYEMOro pacTBopa IOJDKHO
Ha XpoMmarorpamme CTaHIAPTHOTO | COOTBETCTBOBATH BPEMEHHU YIEPXKUBAHUA
pacTBopa. OCHOBHOIO MHMKa Ha XpomarorpaMmme
CTaHJAPTHOIO pacTBOpa (paznen
«Konu4ecTBeHHOE ONpPENENEHUEN).
2b UV- spectrophotometiy™* / UV absorption spectra of the test solution | UV absorption spectra of the test solution
Nl ciiainpadiomoncnipin® and the solution of thc? stgndard sample of | and the solution of thg stgndard sample of
Ketorolac Tromethamine in the range from | Ketorolac Tromethamine in the range from
200 to 400 nm have absorption maxima at | 200 to 400 nm should have absorption
322 + 2 nm. / YD-coexTphl MOrnoiieHus | maxima at 322 + 2 nm. / V®-coexTph
WCIBITYEMOTO  PacTBOpa W  pacTBOpa | MOMIOIIEHUA MCOBITYEMOrO pacTBopa H
cTangapTHoro  ofpa3la  KeTopojiaka | pacTBopa CTaHAApTHOTO obpasua
TpoMetamuHa B obnactu ot 200 1o 400 HM | KeTopojaka TpoMeTaMHHa B OOJIACTH OT
HMEIOT MakcuMymbl rnorjoueHus mnpd | 2000 go 400 HM  JOKHBI  HUMETh
32242 HM. MaKCHMYMbI HOTJIOLIEHHA NIpH 32242 HM.

Remarks : The Product confirms to ND/

INpumeuanue: [TpoxykT cooTBETCTBYET Tpebopanusm HJ

Conclusion : APPROVED /
3aknmouenue: OJOBPEHO

Ka‘{CC’TBa/OTBETC(PeHHOC JIHLLO:

Approved by: Quality Assurance/Authorized
person / Onobpeno: ObecnedeHne
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Prepared by / Checked by / Checked by (AQA) /
IMonroroneno: Yogesh ||[Tposepeno: Pravesh [Tposepeno (AOK):
Chauhan / Rana Amit Kumar ;
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Date / Date / Date / Date /
Hata: 25.11.2025 Hara: 25.11.2025 Hara: 25.11.2025 Hara:
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Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopoa™ (keToposiak) pacTsop jjisi BHyTPHBEHHOTO M BHYTPHMbILIEUHOTO BBeAeHHUS, 30 mr/mn
Batch No/ . V250891 Batch Quantity / _ 454545 ampules /
Cepusg Ne ) O6bem cepun " 454545 amnyn
Analytical Report No/ . 890001848621 Date of Analysis / . 25.11.2025
AHandATHYeCKHH oT4yeT No JlaTa anaau3a

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

Jata ripou3BoJcTBA I'onen xo

Mfg. License No. /

IpoussoxcTaennas : MNB/05/263 I : JITI-Ne(008888)-(PI-RU)
auneH3ns Ne Homep PY

Analysis performed according ND / Ananns nposegen mo HJL: JITT-Ne(008888)-(PI'-RU)-170225
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Ne Test / IToka3arenn

Results / PesyabTaThbl

Specification / Hopma

3 Clarity / Ilpo3pa4HocTb

The opalescence of the sample does not
exceed opalescence of  reference
suspension I. / OnanecueHuus npenapaTa
HE MPEBBILIAET ONAJCCUEHLIUIO CYCTIEH3UH

The opalescence of the sample should not |
exceed opalescence of reference
suspension 1. / OnanecueHuus npenapara
He JI0JDKHA MPEeBLIILATh ONaleCLEHLIKIO

cpaBHeHus L.

cycrneH3uu cpaBHeHus L.

Buaumele yacTULEI

4 Color / [IpeTHOCTb 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
IMornomenue noyxHO 6bITH HE Gonee 0,20
npu JikHE BOJHbI 430 HM.

5 pH 7.4 From6.9t07.9./0t16,9 no 7,9.

6 Particulate matter / MexaHnyeckue BKJIAYEHUSA

6a | Visible particles / Complies / CooTBeTCTBYET Should be absent. /

ILOJ'[)K HBI OTCYTCTBOBATh.

6b | Invisible particles /

HeBuauMEBIe YaCTULIBI:

Rana
4

Amit Kumar A

-

( <

i. Particles> 10 pm/ 13 not more than 6000 per ampoule; /
YacTulil pasmepom > He 6onee 6000 Ha ammyny;
10 mxm
ii. particles > 25 um/ 01 not more than 600 per ampoule. /
YACTUL, pa3sMEPOM = He Goliee 800 Ha umlLyiLy.
25 MKM
7 Impurities / IIpumecn

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [TpoxykT cooTBeTCTBYET TpeboBanmsM HJJ 3axaouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Monroroneno: Yogesh ||[Tposepeno: Pravesh [Tposepeno (AOK): person / Onobpeno: ObecnieueHue
Chauhan _ v kadecTBa/OTBETCTREHHOE JIHLIO:
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Date /
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JaTa: 25.11.2025

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

ITpoxyxkr: Keropon™ (keroponak) pacTBop fuisi BHyTPHBEHHOTO M BHYTPHUMBILIEHHOTO BBeeH s, 30 mr/ma
Batch No / . V25089] Batch Quantity / _ 454545 ampules /
Cepust Ne ) O6beM cepun " 454545 amnyn
Analytical Repo:‘t No/ . 890001848621 Date of Analysis / . 25.11.2025
AHanATHYeCKHH oTyeT Ne Jarta anaausa

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
./laTa mpon3BoxcTBA T'open go

Mfg. License No. /

Ipou3soncTeennasn : MNB/05/263 by . JITT-Ne(008888)-(PT-RU)

JuueH3ust Ne Homep PY

Analysis performed according ND / Auann3 npoBeaen mo HJ/I: JITT-Ne(008888)-(PI'-RU)-170225
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No Test / [TokasaTenn Results / PesyabTaThl Specification / Hopma
Impurity A / Tlpumecs A 0.11% not more than 0.20 % / He 6onee 0,20 %;
Impurity B / ITpumecs B Below LOD (LOD = 0.014 %) / Hyxe not more than 0.50 % / He 6onee 0,50 %;

npezena o6Hapyxenus (11O = 0.014 %)
Impurity C / TTpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / He 6omee 0,50 %;

npenena o6Hapyxenns (ITO = 0.010 %)
Impurity D / Tlpumecs D Not detected / He o6HapyxeHa not more than 0.20 % / He 6osee 0,20 %.
Individual unidentified Not more than 0.20 % / He 6onee 0,20 %.
A i Below LOQ (LOQ = 0.050%) / Hivke
HEMIEHTUPHUUMPOBaHHAS
——— npejena KOMUYECTBEHHOTO ONpeeieHI

(TTKO =0.050%)

Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee 1,50 %.
npumecei

8 Extractable volume®* / 10.4 ml/ 10.4 mn Not less than 10.0 ml (collectively
H3enexaemblii 06bemM* measured volume of 10 ampoules). /

He menee 10,0 Ma (06beM, H3MepeHHBIH
Ha OCHOBaHUH 00'bEIUHEHHOTO
comepxumMoro 10 amnyJ).

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakrepnanbHble /<=0.725 ED/mr Trometamol. / He ©6onee 5,8 ED/Mr
IHAOTOKCHHBI KeTOpoJlaka TPOMETaMUHa.

10 | Sterility**/ NA Must be sterile. / [lomxeH ObITb
CrepunbHOCTL** CTEPUIILHBIM.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanne: IIponykT cooTBeTcTBYET TpeboBaHusaM HJJ 3akmouenue: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoxrotoenewo: Yogesh ||[[Iposepeno: Pravesh ITposepeno (AOK): person / Ongobpeno: Obecnedenue
Chauhan )/ Rana o Amit Kumar kagecTBa/OTBETCTBGHHOE nnu?:
b : L E }\b 4
\ / i - -
Date / Date / Date / Date / (=1 =y 5
Hara: 25.11.2025 Hara: 25.11.2025 Jara: 25.11.2025 Hara: 9/
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“Produtt : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponyxr: Keropon" (keToposiak) pacTBOp AJs BHyTPHBEHHOIO M BHYTPUMBILIEYHOro BBeaeHus, 30 Mr/Mn
Batch No / . V250891 Batch Quantity / . 454545 ampules /
Cepug Ne ) O6beM cepun " 454545 amnyn
Analytical Report No/ . 890001848621 Date of Analysis / . 2511.2025
AHaJIATHYECKH oT4eT Ne [lara ananusza

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

JdaTa xipon3BoacTBa T'ogen no

Mfg. License No. /

Ipoussoacreenmas : MNB/05/263 Iy : JTT-Ne(008888)~(PT'-RU)
AuueHsus Ne Homep PY

Analysis performed according ND / Ananan3 nposenes mo HJI: JITI-Ne(008888)-(PI'-RU)-170225
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yRaKOBKH

glass ampoules. 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 blister in a carton pack. /

Ilo 1 Mn B aMnynbl M3 CBETO3ALIMTHOrO
CTEKIa TEMHO-KOPHYHEBOTO LIBETA KJacca
I. B BepxHel 4YacTd aMmIly/ibl HaHECEHbI
KOJIBUO M TOuKa JUis paszioma. Ha ammymy
HaKJIEUBAIOT STHUKETKY.

ITo 10 ammyn BMeCTe C JHUCTKOM-
Bnagbimem B [IBX/amomMuHHEBBIA
6nuctep. Ilo 1 6nuctepy B mnadky
KapTOHHYIO.

No Test / [loxa3zaTensb Results / Pe3yabTaThl Specification / Hopma
11 | Assay/ KonudecTrBeHHOe 30.08 mg /30.08 Mr From 27.0 mg to 33.0 mg of Ketorolac
onpeneJjieHue Trometamol per 1 mL. / Ot 27,0 Mr no
33,0 mMr keToponaka TpomMeTaMona B 1 M.
12 Ethanol content / DTanon 11.90%/11.90 % From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/06) mo 13,10 % (06/06).
13 Packaging / Onucanue 1 mL in class I light-shielding dark amber | 1 mL in class I light-shielding dark amber

glass ampoules.

A cut ring and point are 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 blister in a carton pack; for in-patient
facilities: 2, 3, 5 blisters in a carton pack.
/

ITo 1 ma B amnynbl U3 CBETO3ALLMTHOIO
CTeK/Ia TEMHO-KOPHUYHEBOTO LIBETa KJacca
I. B BepxHe#l yacTM amIlyjibl HaHECEHbI
KOJIBIIO U TOUKa Jist pasnoma. Ha amnyny
HaKJICMBAIOT 3THKETKY.

[To 10 ammynm BMecCTE C JIMCTKOM-
panuimmeM b [IBX/amroMuicenuiii
6nucrep. Ilo 1 6mucrepy B Dauky
KapTOHHYIO; 0151 cmayuoxHapos: 1o 2,3, 5

61MCTEPOB B MauKy KapTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumeuanue: [Ipoaykt cooTBeTcTBYET Tpebonanusam HJI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moxrotosnexo: Yogesh |[[[Iposepeno: Pravesh IIposepeHo (AOK): person / Onobpeno: ObecneueHue
Chauhan : Rana i Amit Kumar « KayecTBa/OTBETCTBEHHOE JIULIO:
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 Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykr: Ketopon" (keToponak) pacTBOp A1t BHyTPHBEHHOTO M BHYTPMMBILICYHOIO BBeAeHUd, 30 mr/mii
Batch No / . V250891 Batch Quantity / . 454545 ampules /
Cepusz Ne ) O6neM cepHu * 454545 amnyn
Analytical Repovrt No/ . 890001848621 Date of Analysis / . 2511.2025
AHaavTHYeCKHI oTyeT Ne JaTa ananuza
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
Jata ripou3BoacTBa I'open no |
Mfg. License No. /
Ipon3soxcraennas : MNB/05/263 S moombersy : JII-No(008888)~(PT-RU)
auneHsus Ne Homep PY
Analysis performed according ND / Ananu3s nposexen mo HJI: JITT-Ne(008888)-(PI"-RU)-170225 ]
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* Tests are not performed during the stability investigation. / * McnpiTanus He NpoBOAAT B X0/1€ UCCNENOBAHHS

cTaOUNBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** [1pu Beinycke npenapara
KOHTpOJIb Ka4ecTBa M0 MoKa3aTeso MPOBOAUTCS A Kaxao# 15-oii cepun.

API name / HaumenoBanue ADC:

Ketorolac Trometamol / Keroponaka TpomMeTamon

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /

IJID:

Homep cepun npoussoautens ADC: SR TMOSI06023
FP Manufacturer API Batch number /
Homep cepum cyGcTaHIMH NPOU3BOANTEIS FESA00395

API Manufactured by & country /
Ipoussoanrens APC, crpana:

Symed Labs Limited, India /
Caiimen JIabc JInmuten, Muans

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HaumeHoBaHue, agpec, JUUEH3UA A5
ITpousBoncTeenHas nmiowanka / Inowmaaka
KUH 1 puast kagecl sa / Thivmapna sbityena

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /
J-p Penmu’c Jla6opatopuc JIta., Uunus, [IpoussoacTBeHHOE NoapasaencHie-6,
Bunn. Kxons, Hanarapx Poyn, bannu, Juctpukt Conan, X.I1., 173205, Mnnus
(muauensust Ne No MNB/05/263

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the Eurasian Economic Union and requirements to the medicinal quality and with the specifications in the Marketing

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoxykT cOOTBETCTBYET TpeboBanusm HJ{ 3axuouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IoaroTosnexo: Yogesh (|TIposepeno: Pravesh [Tposepeno (AOK): person / Onobpeno: Obecnieyenre
Chauhan / Rana Amit Kumar KauecTBa/OTBETCTBEHHOE JIHILO;
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Date / Date / Date / Date / [ |~ vy
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Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml il
Ipoxykr: Kertopon" (keToponak) pacTsop JUlsi BHYTPMBEHHOIO H BHYTPHMBILIEUHOrO BBeAeHH s, 30 Mr/ma
Batch No / . V250891 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepHH " 454545 amnyn
analyfical Bepatt B/ : 890001848621 Date of Anslyss / : 25.11.2025
AnagdTHdeckuii oryer Ne Jlara anaau3za
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
Jara ripon3BoacTBa T"open oo
Mfg. License No. /
Hponssoacreennas : MNB/05/263 el : JITI-Ne(008888)-(P-RU)
aMneHsus Ne Homep PY
Analysis performed according ND / Ananns npoeegen no HJI: JITT-Ne(008888)-(PI-RU)-170225
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Authorization dossier of the importing country. Production, packaging and testing records are verified and their compliance with
Good Manufacturing Practice of the Eurasian Economic Union is established». /

3akiioueHune 0 cooTBeTCTBUM: «HacToAlNM s MOATBEpXAalo, YTO MPHBENEHHAs Bbillle HHOOpPMaLHUs ABASETCS NOCTOBEPHOM U
TOYHOH. DTa cepus NMpOAYKLUH NpoU3BeAeHa (BKIOYas YNakoBKY (MapKMpOBKY) U KOHTPO/Ib KadyeCcTBa) Ha BblLIEeyKa3aHHOMH
NpPOM3BOACTBEHHOH MIIOIaAKe (MIOlaaKkax) B NOJIHOM COOTBETCTBUM ¢ TpeboBaHuAMHU [IpaBui Hapyexauield NPON3BOACTBEHHOM
NpakTHKH EBpasuiickoro 5KOHOMHMYECKOTO cO03a U TpeOOBaHMAMH KOHTPOJIA KadecTBa JICKAPCTBEHHBIX CPENCTB, 4 TaKkKe B
COOTBETCTBUH €O crielMUKALUAMH, CONEPHKAIUUMUCSA B PETUCTPALIMOHHOM JOChE CTPAHbI-UMIIOPTEPA. 3alUCH MO MTPOU3BOACTBY,
YIAKOBKE M aHaIM3y NPOBEPEHbl, U YCTAHOBIEHO WX COOTBETCTBUE Tpe®osaHusM [IpaBun Hanexawmed MPOU3BOACTBEHHOM
npakTHKY EBpasniickoro 3x0HOMH4ECKOro Cor3ar.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [Iponykt coorBeTcTBYET Tpeboranusm HJI 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
Moaroroeneno: Yogesh ||[IposepeHo: Pravesh [Tposepero (AOK): person / Onobpeno: Obecreuenne
Chauhan V‘ Rana N Amit Kumar kauecTBa/OTBETCTBEHHOE JTMLO:
P 1 '\ = ~ 1 } ﬁjg

[/ - >
Date / Date / Date / Date / LGM{ [~ o
Hara: 25.11.2025 Hata: 25.11.2025 Hara: 25.11.2025 Jara:
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