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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Lid.
Formulation Unit-6
ill. Khol, Nalagarh Road, Baddi

Disth, Salan, k.

fel - +91 92166 56001-02

www.drreadys.com

Product : /

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

Ipoaykr: Keropon™ (keToposiak) pacTBop Ajisi BHYTPHBEHHOTO U BHYTPUMBIILEYHOro BBeACHHS, 30 Mr/mi
Batch No / . V260193 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0beM cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHaJnTHYECKHI oTyeT Ne : 890001870363 JlaTa ananusa : 23.03.2026

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JlaTa npou3BoacCTBA I'open no

Mfg. License No. /

Hpoussoncreenmas : MB/05/264 S : JITT-No(008888)-(PT-RU)
aunensus Ne Homep PY

Analysis performed according ND / Anasus nposeaen mo HJIL: JITT-Ne(008888)-(PI"-RU)-170225

Page1 of 7/Crp. 1m37

chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / Bpems yaepxuBaHus
OCHOBHOIO TNHKa Ha XpoMarorpamme
HCOBITYEMOTO pacTBOpa COOTBETCTBYET
BPEMEHU YyIEepKUBAHUA OCHOBHOIO IHKa

No Test / IlokazaTenab Results / PesyapTaTsi Specification / Hopma
1 Description / Onucanue Clear slightly yellow color solution. / | Clear colorless to slightly yellow color
ITpo3pauHblii GecLBETHBIIH pacTBOp. solution. / Ilpo3paunbiii pacTBOp OT
0€CLIBETHOTO JI0 CBETJIO-KENTOTO LIBETA.
2 | Identification* / UpenTndpukauna*
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 should
correspond to the main peak in the
chromatogram of standard solution (Assay
section). /  Bpems  yzepuBaHus
OCHOBHOTO TMHKa Ha XpoMarorpamme
HCIIBITYEMOTO pacTBOpa JOJI2KHO

Ha XpoMaTorpamme CTaHJApTHOTO | COOTBETCTBOBATH BPEMEHH YACPXKMBaHHUA
pacTsopa. OCHOBHOTO IMKa Ha Xpomarorpamme
CTaHAapTHOTO pacTBopa (paspen

«Ko14ecTBEHHOE OTIpeeNICHUE).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanue: IIpoayKkT cooTBETCTBYET TpeboBaHuaM HJT 3aknouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToprorosneHo: Yogesh |[[Iposepeno: Pravesh I[Iposepeno (AOK): person / Ono6peno: Obecnevenue
Chauhan Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIULIO:
/ 2 ...//L qumiL Ry
-l |
Date / Date / Date / Date / 240 2 L0216
Hara: 23.03.2026 Hara: 23.03.2026 Jara: 23.03.2026 Jara:
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabaa - 500034, Telangana, In

Tel: +91 40 4900 2900, Fax

+91 40 4900 29

CIN: L85195AP1584PLCOCAS07

www.direddys.coin
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Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keToponak) pacTBOp it BHYTPUBEHHOTO ¥ BHYTPHMBILLIEUHOTO BBeAeHHs, 30 Mr/mit
Batch No / . V260193 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0nem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTu4eckuii oTyer Ne : 890001870363 Jlata ananu3za : 23.03.2026
Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028
JlaTa npou3BOACTBA I'open 1o
Mfg. License No. /
Hpoussoncreentas : MB/05/264 LA er : JIT1-Ne(008888)-(PT™-RU)
aunenzas Ne Homep PY

Analysis performed according ND / Anann3 npoBegen mo HJT: JIIT-Ne(008888)-(PI'-RU)-170225

Y®-cnekmpogomomempua*

and the solution of the standard sample of
Ketorolac Tromethamine in the range from
200 to 400 nm have absorption maxima at
322 £ 2 nm. / Y®-cnekTpbl NOMJIOLICHUS
UCIIBITYEMOTO  pacTBopa M pacTBOpa
craHgapTHoro  ofpasma  KeToponaxa
TpoMeTaMuHa B obsactu oT 200 no 400 Hm
MMEIOT MAaKCHMYMbI TOIJIOIIEHUS MpH
32242 HMm.

Page2 of 7/Crp. 2 u37
Ne Test / IlokazaTenb Results / PesyabTaThl Specification / Hopma
2b | UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution

and the solution of the standard sample of
Ketorolac Tromethamine in the range from
200 to 400 nm should have absorption
maxima at 322 + 2 nm. / Y®-crnekTpsl
TNIOIJIOLIEHUS HCMBITYEMOro pacTBopa U
pacTBopa CTaHOapTHOTO obpazua
KeTopoJlaka TpOMEeTaMKUHa B 00JacTH OT
200 mo 400 HM OOMKHBL  HUMETh
MaKCUMYMBI NIOTJIOLUEHHUS IpU 322+2 HM.

3 Clarity / Ilpo3pauHocTb

The opalescence of the sample does not
exceed opalescence of  reference
suspension I. / OnasnecueHys npenapara
He NpeBRbIlaeT ONaJeCLEHIHIO CYCTIeH3UN
cpaBHeHUA L.

The opalescence of the sample should not
exceed opalescence of reference
suspension I. / OnanecueHuus npenapara
HE A0JDKHA MPEBBILIATh ONaleCUEHIINIO
CYCIICH3UM CpaBHEHUs L.

4 Color / LIpeTHOCTB

Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /

Buaumele yacTuLbl

G ITornoweHue nomxHO ObITh He Oonee 0,20
IpY [UIMHE BOJIHBI 430 HM.
5 pH 7.3 From 6.9 t0 7.9./ 01 6,9 mo 7.9.
6 Particulate matter / MexaHnueckue BKJIOUYEHHS
6a | Visible particles / Complies / CooTBeTcTBYET Should be absent. /

HOJ’DKHI:I OTCYTCTBOBATb.

Remarks : The Product confirms to ND/

Ipumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBaHusIM HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoarotoesneHo: Yogesh |[[Iposepeno: Pravesh [Tposepeno (AOK): person / OnobpeHo: ObecneueHue
Chauhan 74 Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIMIIO:
/\,,,\ (vl gU-RAYL
= ! - A
Date / Date / Date / Date / 2014006
Jara: 23.03.2026 Jara: 23.03.2026 Jara: 23.03.2026 Harta:

Registered Office:

Tel: +91 40 4900 2900, Fax: +91 40 490(

8.2-337, Road No. 3, Banjara Hills,

TR ]
Hyderabad

CIN: L85155AP1984F
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Product : /

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

IIpoaykr: Keroposn” (keToposiak) pacTBop juii BHYTPUBEHHOTO M BHYTPUMBIILEYHOrO BBeAeHus, 30 Mr/ma
Batch No / . V260193 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0beM cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTHYECKHI oTUeT Ne : 890001870363 JlaTa ananauza : 23.03.2026

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JlaTa npon3BoJcTBA T'open oo

Mfg. License No. /

Hpoussoxcrsennan : MB/05/264 e : JIT-No(008888)-(PT-RU)

Junensua Ne

Homep PY

Analysis performed according ND / Anann3s nposeaen mo HJI: JIII-Ne(008888)-(PT'-RU)-170225

Page3 of 7/ Crp.3u3 7

Ne Test / [Toxa3aTenanb

Results / PesynbTaTtbl Specification / Hopma

6b | Invisible particles /
HeBupnMble YacTHLbL:

1. Particles> 10 um/ 1409 not more than 6000 per ampoule; /
YacTun pasmepom > ne 6onee 6000 Ha ammyy;
10 MkM
ii. particles > 25 pm/ 01 not more than 600 per ampoule. /
YaCTHIL pa3MepoM > He Gosee 600 Ha ammyny.
25 MKM
7 Impurities / Ilpumecu
Impurity A / ITpumecs A 0.10 % not more than 0.20 % / ne 6onee 0,20 %;
Impurity B / ITpumecs B Below LOD (LOD = 0.014 %) / Huxe not more than 0.50 % / ne 6onee 0,50 %;
npenena o6Hapyxenus (I1O = 0.014 %)
Impurity C / Ilpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / ne 6onee 0,50 %;
npenena obHapyxenus (I10O = 0.010 %)
Impurity D / Ipumecs D Below LOD (LOD = 0.014 %) / Huxe not more than 0.20 % / ne 6onee 0,20 %.

npenena obHapyxenus (ITO = 0.014 %)

Individual unidentified
impurity / EnunuyHas

rnpuMecei

0.08 % Not more than 0.20 % / He 6osee 0,20 %.
HEUJEHTU()HULIUPOBAHHAS
NpUMEChH
Total impurities / Cymma 0.2 % Not more than 1.50 % / He 6onee 1,50 %.

Remarks : The Product confirms to ND/

IMpumeuanmne: [IpoayxT cooTBeTCTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3axknwuenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoarorosneHo: Yogesh |([Tposepeno: Pravesh [Tposepeno (AOK): person / Ogobpeno: ObecneveHue
Chauhan 7 Amit Kumar kauecTBa/OTBETCTBEHHOE JIUIIO;

Rana
J

(Ut L ewid (N

e

Date /
JlaTa: 23.03.2026

Date /

Mara: 23.03.2026

/\ A
-/._-/
Date /

Jara: 23.03.2026

Date /
Jlara:

PUY-pen §

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034,
Tel: +91 40 4900 2900, Fax: +3
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Dr. Reddy's Laboratories Ltd

Formulation Unit-6

Vi Kho! Nalasarh Road, Baadi,

Colap H P 1732085 INDIA

CEPTUPUKAT AHAJIM3A www.direddys,.com

Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon® (keToposak) pacTBop uisi BHYTPHBEHHOTO H BHYTPHMBILLIEYHOTO BBeAeHHs, 30 Mr/mn
Batch No / . V260193 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHaJuTU4ecKuii oTyer Ne : 890001870363 Jara ananusa : 23.03.2026

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

Jlara npoH3BOACTBA Toxen no

Mfg. License No. /

Hponssonctaennas : MB/05/264 L DUIREES : JIIT-Ne(008888)-(PT-RU)
aunensus Ne Homep PY

Analysis performed according ND / Ananns nposeaen no HJL: JITT-Ne(008888)-(PTI"-RU)-170225

Paged of 7/Crp.4m37

Ne Test / Iloka3aTennb

Results / PesynbTaThl

Specification / Hopma

8 Extractable volume?* /
H3Bnexaemblii 00beM™*

10.0 ml/ 10,0 mn

Not less than 10.0 ml (collectively
measured volume of 10 ampoules). /

He menee 10,0 mn (06beM, H3MepeHHBII
Ha OCHOBaHUH 00bEAUHEHHOTO
comepxumoro 10 amnyn).

onpegeJiecHue

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakTepuanbhble /<=0.725 ED/mMr Trometamol. / He 6onee 5,8 ED/Mr
3H/I0TOKCHHDI KETOpOJiaka TPOMETAMHUHA.

10 | Sterility**/ NA Must be sterile. / JomkeH ObITb
CrepuabHoOCTB** CTEPHIIbHBIM.

11 | Assay/ KoauuecTBeHHoe 30.50 mg / 30,50 mr From 27.0 mg to 33.0 mg of Ketorolac

Trometamol per 1 mL. / Ot 27,0 Mr no
33,0 Mr keToposaka Tpomeramorna B 1 M.

12 Ethanol content / 3Tanon

11.82 %

From 10.60 % (v/v) to 13.10 % (v/v). /
Ot 10,60 % (06/06) mo 13,10 % (06/06).

Remarks : The Product confirms to ND/

Ilpumeuanue: [IpoaykTt cooTBeTcTBYeT TpeGoBanuam HJT

Conclusion : APPROVED /
3akmouenune: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
lMoarorosneno: Yogesh |[[Iposepeno: Pravesh [Tposepeno (AOK): person / Ono6peno: ObecneueHue
Chauhan Rana Amit Kumar KauecTBa/OTBETCTBEHHOE JIULO:
a : _A Lot U
i ) 7( v _,‘
Date / Date / Date / Date / D Y3000
JlaTa: 23.03.2026 JlaTa: 23.03.2026 Jlata: 23.03.2026 JlaTa:
Registered Office: 8-2-337, Road No. 3, Banjara | fyderabat ngana, Ind
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@dir ddys.com

CIN: L85195AP1984PLCONO4507

ww.drreddys.com
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CERTIFICATE OF ANALYSIS 11 98166 560
CEPTUOHUKAT AHAJIM3A . oo o

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (keToponak) pacTBOp Juisi BHyTPUBEHHOTO U BHYTPUMBIIIEYHOTO BBeAEHHUS, 30 MIr/ma
Batch No / . V260193 Batch Quantity / . 454545 ampules /
Cepus Ne ) O06bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AnajuTuyeckuii oruer Ne : 890001870363 JaTa aHanu3a : 23.03.2026
Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028
JlaTta npoun3BoacTBa T'ogen oo
Mfg. License No. /
Mponseoacraennas : MB/05/264 1% LTSRS : JITI-Ne(008888)-(PT-RU)
aupenzus Ne Homep PY

Analysis performed according ND / Anauns nposeaen mo HJI: JITT-Ne(008888)-(PI'-RU)-170225

yNaKOBKH

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. /

[To 1 M B amIyssl U3 CBETO3aLUMTHOTO
CTeKJ1a TEeMHO-KOPUUHEBOTO L[BETA KJlacca
I. B BepxHeil yacTu aMmyJyibl HaHECEHbI
KOJIBLIO M TOUKa s pasnoma. Ha ammyny
HaKJIEUBAIOT 3TUKETKY.

I[lo 10 ammyn BMecTe C JIMCTKOM-
BnagbieM B IIBX/anioMuHUEBBIH
onuctrep. [lo 1 06auctepy B mauky
KapTOHHYIO.

Page Sof 7/ Crp. 5m3 7
Ne Test / [Toka3artesb Results / PesysabTaTtbi Specification / Hopma
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.
/

[To 1 M1 B aMmynbl U3 CBETO3AIMTHOrO
CTEK/1a TEMHO-KOPUYHEBOTO LBETA KJIacca
I. B BepxHel 4acTH ammysbl HaHECEHBI
KOJIBLIO U TOUKa /s pa3jioMa. Ha ammyiy
HaKJIEUBAIOT STHKETKY.

[Io 10 amnyn BMecTe ¢ JIUCTKOM-
BKkyagpiuemM B [IBX/amoMHUHHEBBIH
6auctep. [lo 1 6nucrepy B mauky
KapTOHHYIO; 014 cmayuonapos: 1o 2,3, 5
O1MCTEpOB B MAYKy KAPTOHHYIO.

* Tests are not performed during the stability investigation. / * McnbiTaHHs HEe MPOBOAAT B XO€ UCCNENOBAHUS
CTaOUIIbHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** I1pu Beinycke npenapara

KOHTPOJIb KauecTBa I10 NI0KA3aTeNI0 [IPOBOAUTCS U1 KaKaon 15-01 cepum.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IIpoxykt cooTBeTcTBYeT TpeboBanusm HJ| 3axmovenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[Tonroroeneno: Yogesh ||[Ipoepeno: Pravesh IIporepeno (AOK): person / OpobpeHo: Obecrnieuenue
Chauhan ' Rana w Amit Kumar kayecTBa/OTBETCTBEHHOE JIULO:
fie 37,
/ g /\”/:/ et BUHAL,
d ¢
Date / Date / Date / Date / 9y 2- LOLG
JlaTa: 23.03.2026 Jlara: 23.03.2026 Jlata: 23.03.2026 Jara:
Registered Office: 8-2-337, Road No. 3, Banjara Hills, iyt Ghac 00034, Telangana, |
Tel- +91 40 4900 2900, Fax: 191 4C 4300 2899, Email: maii@drreddys com
CIN: L85195AP1984PLCONE507

www.drreddys.com
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Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToponak) pacTBop it BHYTPHBEHHOIO M BHYTPUMbILIEUHOro BBeeHus, 30 Mr/ma
Batch No / . V260193 Batch Quantity / . 454545 ampules /
Cepus Ne ) Oo6bem cepun 454545 amnyn
Analytical Report No / Date of Analysis /
AHaJuTHYECKHH oTUeT No : 890001870363 JlaTa ananusa : 23.03.2026
Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028
JlaTa npoH3BoACTBA I'ogen mo
Mfg. License No. /
TIpon3Bo/CTBeHHAS . MB/05/264 PSR : JITI-Ne(008888)-(PT-RU)
aunensus Ne Homep PY

Analysis performed according ND / Ananu3 nposeaen mo HJI: JIIT-Ne(008888)-(PT'-RU)-170225

Page 6 of 7/ Ctp. 6 u3z 7

API name / HaumenoBanue A®C: Ketorolac Trometamol / KeToposnaka TpoMeTaMmon
INN/MHH: Ketorolac / Ketoponak
API manufacturer batch number / KTMO721125
Homep cepuu npoussoaurens A®C:
FP Manufacturer API Batch number /
Homep cepuu cyGcTaHLIMH NPOU3BOAUTEIS FESA00652
Io®:
API Manufactured by & country / Symed Labs Limited, India /
IMponseoaurens A®C, cTtpana: Caiimen Jlabc Jlumuren, Unnus
e authorization Bo fox ¥ | Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
i g Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /

H-p Penan’c Jlaboparopuc JIta., Unausa, ITpoussoacTeeHHOe noapasaeseHne-6,
HaumeHoBanMe, aapec, JTHUEH3Us AJs

Bunn. Kxons, Hanarapx Poya, bannu, Quctpukt Conan, X.I1., 173205, UHaus
IIpousBoacTBeHHas miaowaaka / Ilnowmanka

(muuensus Ne No MNB/05/263

KOHTPOs kauecTBa / [lnowaaka Beimycka

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
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». /

3aknueHue 0 cooTBeTcTBUU: «HacToaumm s TMOATBEPXKAA0, YTO NPUBCACHHAA BBILIE I/IH('I)OpMaLlPIH SABJIACTCA ,[lOCTOBCpHOﬁ Hu

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Iponykt cooTBeTcTBYeT TpeboBanusm H]J 3akimouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoarotosneno: Yogesh |({[1posepeto: Pravesh [TpogepeHo (AOK): person / Ono6peno: Obecneyenue
Chauhan Vi Rana 5 Amit Kumar KkauecTBa/OTBETCTBEHHOE JIULIO:

/' “ e dumt Rumpil

e 2 ks A v .

Date / Date / Date / Date / IU-01- J03L
Hara: 23.03.2026 Jara: 23.03.2026 JlaTa: 23.03.2026 Hara: B

fyderabad - 500024 Telangana, India

Registered Office: 8-2-337, Road No. 3, Banjara Hills
Tel: +91 40 4900 2900, Fax: +91 40 4900 29
CIN: L85195AP1984PLCO04507

www.drreddys.com

), Email; maii@drreddys.com
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CERTIFICATE OF ANALYSIS

Di. Reddy's l.aboratories Ltd
Formulation Unit-6

Hit Khal, Malagarh Roaa, Baddi,
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CEPTUPUKAT AHAJIM3A

Vi
WANW, QT

Product : /

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

IIpoaykr: Ketopon™ (keToposnak) pacTBop /s BHYTPUBEHHOTO W BHYTPUMBIILEYHOrO BReAeH s, 30 Mr/mn
Batch No / . V260193 Batch Quantity / . 454545 ampules /
Cepnsn Ne ) O0bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTHYecKHH oTueT No : 890001870363 Jara aHam3a : 23.03.2026
Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

ATA MPOH3BOACTBA I'onen 0
Mfg. License No. /
Ipoussoxcraennas : MB/05/264 - SO : JIT1-Ne(008888)-(PT-RU)
Junen3us Ne Homep PY

Analysis performed according ND / Ananns nposeaen no HJL: JITT-Ne(008888)-(PI'-RU)-170225

Page7o0f7/Crp. 7 u37

TOYHOH. DTa cepus NpOAYKUMH Npou3BejeHa (BKJIOYas YNakoBKY (MapKMpOBKY) M KOHTPOJb KadecTBa) Ha BBIIICYKA3aHHOM
NpPOU3BOACTBEHHOM MuIowaake (IUIOIaAKaX) B MOJIHOM COOTBETCTBMM C TpeOosaHuAMHU [IpaBUN Hajnexalueil IpoU3BOACTBCHHON
npakTuky EBpa3suiickoro 3KOHOMHYECKOTro COr03a M TpeOOBaHHSAMH KOHTPOINS KauyecTBa JIEKAPCTBEHHBIX CPEACTB, a TaKXke B
COOTBETCTBHH €O crelrUKaLMAMH, COAEPKALIMMHUCA B PETUCTPALIMOHHOM JI0ChE CTPAHBI-UMIOPTEpa. 3aMUCH 10 MPOU3BOACTRY,
YIIAaKOBKE W aHaNM3y IPOBEPEHBI, M YCTAHOBJIEHO UX COOTBETCTBHE TpeOoBanuaM [lpaBun Hamexauiell MpoU3BOACTBEHHOIM

MpPaKTUKH EBpa3I/II\/'ICKOI‘O 3KOHOMHYECKOI 0 COIO3a».
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