Dr.Reddy’s "':"

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5
vill. Kho!, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS ;.1\ 5o/an, H.p, 173 205, iNDIA

CEPTU®HKAT AHAJIN3A

To! : +01 28166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg vww.drreddys.com
Tpoaykt: Keropoa® Jxcnpece (keTopoak) TabaeTKH, ARCIEprupyemMble B MOJI0CTH pTa, 10 mr

| Market / Puaok :Russia / Poccus S

Batch No / : Batch Quantity / ~ 3600000 tab /

Cepna Ne o O06bem cepun " 3600000 Tab
Analyt‘lca] Repourt No/ . 040002808327 Date qf Analysis / . 15.02.2025
AHanurnuecknii oruer Ne Jara anajign3a

Date of Manufacture / . 01/2025 Date of Expiry./ . 12/2026

JaTa npon3BoJcTBa I'onen ao

Mfg. License No. / , '
IIponsBoacTBeHHAS - MNB/05/263 EA nun;t;/er./ ; gg-NE(OM“Q) R
Januensus Ne omep ] _) -5

Analysis peri)raed according_N‘i):_/_Anamlz n;m;enen mo HJ: JIII-NQ(0046_69)—(P1"-RU)—190224

Pagel of9/Crp.1 n39

| No

Ne Test / IloxazaTens

Results / PeayabtaTit

Specification / Hopma

1 Description / Onucaune

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrasle mnockue
TabneTkH ¢ dackoit, cBeTIo-
YKENTOr0 UBETA C PaBHPOBKOK
«I» Ha 0QHOW CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrnsie
nnockue TaGnetkn ¢ (ackolf, CBETNO-
*KeNToro uBETa C rpaBHPOBKOA «l» Ha
OAHOHN CTOPOHE.

2 Identification / MnenTHdHKaNHA

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Yd-cnekTpsl MOMMOMIEHHS
UCTBITYEMOTO  PacTBoOpa W pacTBopa
cTaigapTHoro  ofpaslia  KeTopoJaka
TpOMeTamMHa AOTKHBI HUMETH
MaKCUMYMbI NpH OLHOMH U TOH ke JUTHHE
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/

IIpumeuanne: [Tpogykr cooTBeTcTBYET TpeboBaHusam HJIT

Conclusion : APPROVED /
Jaxmaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Execntive /

IoaroroeneHo: Sarita Iposepeno: SantoshKumar | OnobpeHo: Menemxep' [ Pykosoaurens
Zq -~ | Maurya 7)1 Abhishek Chauhan /f

Reprint Date / Reprint Date / Reprint Date /

Jarta: 15.02.2025 Hara: 15.02.2025 Hara: 15.02.2025

Registered Office: 8-2-357, Road No. 3, Ganjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 490C 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L851954P1934PLLGNAS07

www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS ;i ojan, H.P, 172 205, iNDIA

CEPTU®HUKAT AHAJIU3A 1. .01 an166 56001-02

[Product : Ketorol Expregé (T(ét_o;ol;c) brally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Jxenpecc (keroposiak) Tabaerky, ARCHEPrEPYEMEIE B 10J0CTH pra, 10 Mr

www. drreddys.corn

Market / Priiok :Russia / Pocens
Batch No / ) Batch Quantity / . 3600000 tab /
Cepusn No R Ze0Ee Ob6bem cepii ‘3600000 rab
Analytical Report No / . 040002808327 Date of Analysis / . 15.02.2025
AHaguTnyeckHi oryer Ne Jara anannsa
gate of Manufacture / . 01/2025 Date of Expiry / . 12/2026

aTa NMPOH3BOACTBA Tonen oo
Mfg. License No. / .
IlponsBoacTBeHHAS : MNB/05/263 gA nux;;)’er./ - RJH[}-NQ(OMG(’%_(Pr-
JIHIeH3un Ne omep )

Analysis performed according ND:

/ Amanms nposeaen no HJI; JII-No(004669)-(PT-RU)-190224

Page2of 9/Crp. 2 u3 9

No

Ne Test / Tloka3zatess

Results / PezynbTaTsl

Specification / Hopma

Complies / CoorsetcTByeT

The retention time of the main peak on the
chromatogram of test solution should
correspond to that on the chromatogram of
ketorolac tromethamine standard solution
(Assay section). / Bpems yaepxHBaHHA
OCHOBHOIO TTHKa Ha XpoOMaTorpaMme
HCIBITYEMOrO pacTBopa AOJDKHO
COOTBETCTBOBATH BPEMEHH YINEPUBAHHUS
OCHOBHOTO MMKA Ha XpOMaTOorpaMme
pacTBopa CTaHAAPTHOTO obpasna
KeToponaka  TpOMeTaMHHa  (pasiesn
«KonmmuecTBeHHOE ONMpeeNeHHEY).

|l Remarks : The Product conforms to ND/

| Conclusion : APPROVED /

Hata: 15.02.2025

Jara: 15.02.2025

Tipumeuanne: [lpoaykr coorseTcrryer Tpebopanuam HI - Barmouenue: OJJOGPEHO

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

Ilogrotorneno: Sarita Tposepeno; Santosh Kumar | Onobpeno: Menemxep / Pykosogutens
% Maurya 22 Abhishek Chauhan ) /

Reprint Date / Reprint Date / Reprint Date /

Hara: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Bznjara Hilis, Hyderabad - 506034, Telangang, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: .85195AP1Y84PLCOOASUT7

www.drreddys.com



Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Farmulation Unit-5

Vill, Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA

CEPTHOHKAT AHANTU3A

Tel : #014 98165 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Ikenpece (keTopoaax) Tablierkn, AHCNEPrupyeMsIc B MOJOCTH PIa, 10 mr

wiw.drreadys.com

Market / PoiHoK :Russia / Poccusa

Batch No / y Batch Quantity / _ 3600000 tab /

Cepus Ne e Obnem cepust " 3600000 Tab

:nalytlc_al Repo“rt No/ . 040002808327 Date of Analysis / . 15.02.2025

HAJIHTHYECKUH 0T4eT No Jara ananunza

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

Jdara npoHzBoacTBa Tonen go

Mfg. License No. / .

I pouspogcTBEHHAN : MNB/05/263 MA number: / : JII-Na(004669)-(PT -
Homep PY RU)

Jauuensis Ne —=

Analysis performed according ND: / Ananns nposegen nmo HII: JH'I-.N'E(004669)-(PI'-RU]-190_224

~

Page3 of 9/Cip.3u3 9

No
Ne

Test / [loxazaTens

Results / PesyabTaTsl

Specification / Hopma

Butylhydroxyanisole /
Bynunzudpokcuanuzon

Complies / CooTretcTByeT

The retention times of 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of the test solution should
correspond by the retention times to 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyaniscle

content"” section). / Bpemena
yDepXHBaHAs TIHKOB
2-6yTHnrdIpoKCHaHH30Ma %8
3-6yTUNTHAPOKCHAHU30MA Ha
XpOMaTOrpaMMe HCIBITYEMOTO PacTBOPA
JOJDKIILI  COOTBETCTBOBATH  BpPEMCHAM
yIoepxHBaHus MHKOB
2-6y THIITHOPOKCHAHU301A H
3-6yTUNTAIPOKCHARN301d Ha

XpOMaToOrpaMMe pacTBOpa CTAHAAPTHOIO
ofpaana GyTURrEAPOKCHRHIINNA (PAzsen
«Copepxauue

OyTANrMAPOKCHAHH30Ia»). J

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

IMpumeuanwe: IIpoaykT coorseTcTByeT TpeboBanuam HJI

3akmouenue: OJOBPEHO

Prepared by /

[ToarorosineHo: Sarita y I[Ipoeepeno: Santosh Kumar

Checked by /

Maurya F o
%
==

Approved by: Manager/Executive /
QOriobpeno: Menemicep J/ PykoBonurenn
Abhishek Chauhan

Reprint Date /
Hara: 15.02.2025

Reprint Dale /
JlaTa: 15.02.2025

Reprint Date /
Jara: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tefangana, india

Tel: +97. 40 4900 2900, Fax: +¢1 40 4900 2699, Email: mail@drreddys.com
CIN: L85195AP1984FLTUL0ASOT

www.arreddys,com

—




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

CEPTUOUKAT AHAJTA3A

Tel : +01 98166 5600102

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreadys.com
Hpoxykr: Keropoa® Sxenpece (keroposak) Tabierkn, JCHeprapyemble B N0J0CTH P14, 10 mr

Market / PuiHok :Russia / Poccus

Batch No / i Batch Quantity / ~ 3600000 tab /

Cepus No avERlts Obbem cepun " 3600000 Tab

Analytical Repourt No/ . 040002808327 Date of Analysis / . 15.02.2025

A”anuTHyeckuii oTuer Ne JlaTa amanusa

Da_te of Manufacture / . 01/2025 ]2ate of Expiry / . 12/2026

Jarta npou3BoacTea I'ogen ao

Mfg. License No. / . .

ITponsBoACTBeNHAS : MNB/05/263 MA number: / c JIIL-Ne(004669)-(PT™-
Homep PY RU)

aunen3usa Ne -

Analysis performed according ND: / Ananus nposejen mo H/I: JII

1-N2(004669)-(PT-RU)-190224

Page4 of9/Crp. 439

OxHOPOMHOCTL MACChI

iuo Test / ITokazaTenn Results / PezynbraThi Specification / Hopma
3 Average weight / Cpegunas 68.8 mg / 68.8 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
MAcca y . Or 67,2 M1 na 72,8 mr (70,0 mr 2= 4,0 %).
Complies / CoOTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %,

2/20 tablets - not more than = 20 %. /
18/20 Tabnerox — He 6Gonee + 10 %;
2/20 Tabnetox — He Gonee + 20 %.

4 Disintegration time /

00 min 30 sec / 00 muu 30 cex

Not more than 3 min. / He Gosnee 3 mnu.

Unit-5 / Tabn-5 98 %
Unit-6 / Tabn-6 101 %

Pacnagaemoctb
5 Dissolution / PacTBopeHHe Unit-1/ Ta6n-1 101 % Not less than 75% (Q) of
5 C15H|3NO3‘C4H“NO] (ketorolac
el 100 % tromethamine) in 15 min. / He menee
Unit-3 / Tabn-3 98 % 75 % (Q) C15H13NO;3*CsH 1 NO3
, (KETOpO/Iaka TPOMETAMHUH) yepe3 15 MUH.
Unit-4 / Ta6n-4 o709 | NCTOPOTAKATP yuep

Remarks : The Product conforms to ND/

ITpumeuanue: [Ipoayxr cooteTcTByeT Tpebosanuam HII

Conc

lusion : APPROVED /

3axawuenne: OJOBPEHO

Prepared by /
Ilonrotornero: Sarita ﬁ

Checked by /
IMpoeepero: Santosh Kumar
Maurya é :

Opnob

i

Approved by: Manager/E

Abhishek Chauhan

peHo: Menemxep / PAKOBOAMTENE

i

Reprint Date /
Jara: 15.02.2025

Reprint Date /
Jara: 15.02.2025

Hara:

Reprint Date /

15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjura Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1934PLC004507
www.drreddys.com




Dr.Reddy’s ‘;.’.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Kho!, Nalagarh Road, Raddi,

CERTIFICATE OF ANALYSIS (i, Solan, H.P, 172 205, INDIA

CEPTHOUKAT AHAJIM3A 1. 101 92166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg *V"/W-0Ifeadys.com

Hpoaykr: Keropoa® Dxcnpece (keroponak) Tabaerku, AncneprupyeMsIc B NOJ0CTH PTa, 10 mr

Market / PeiHok :Russia / Poccua ¥

Batch No / Batch Quantity / 3600000 tab / ]
¥4 )

Cepna Ne : V2500182 O6veM cepHH " 3600000 Tab N

Analytical Repovrt No/ . 040002808327 Date of Analysis / . 15.02.2025

AHauTHYEeCKHH oTyeT No Jlara aHasM3a

Date of Mapufacture / - 01/2025 Date of Expiry / . 12/2026

JlaTta npou3BoACTBA I"ojen no Al

Mfg. License No. /

IlpousBogcrBeHHas : MNB/05/263 MA pnhER : JIII-Na(004665)-(PT -

Homep PY RU)
annensng Ne | ml e el
Analysis performed according ND: / Ananus nposenen no HJI: JITI-Na(004669)-(PT™-RU)-190224

PageSof9/Cip.Su3 9

| No
Ne

Test / I[Toxa3zaTennb

Results / Pe3yabTarst

Specification / Hopma

6 Particle size distribution /
JIuenepeHnr Ty

Complies / CooTBeTCTBYET

A uniform suspension passing through a
710 ym sieve is formed. / QBpazverca
ONHOpOAHAS CYCNEH3MA, TNpPOXoAAuasA
CKBO3b CHMTO C pa3sMepoM OTBEPCTHil
710 MxMm.

7 Impurities / [Tpumecu

1-hydroxy analog of

Below LOD (LOD = 0.0010 %) / not more than 0.5 %; / ue 6onee 0,5 %;

Coacprkanue BOAbI

ketorolac: / Huxe nipegena o6uapysxceims (IO
1-THApOKCHAHATIOT =0.0010 %)
KeToponaka
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / e 6onee 0,8 %;
1-keToaHanor keTOpONaKa
unidentified impurity / 0.02% not more than 0.5 %; / 1e 6onee 0,5 %;
eIMHUYHAA
HEMJIEHTHPULIMPOBAaHHAs
NpUMEChH
" total impurities / 0.1% not more than 1.0 %. / ue 6oxnee 1,0 %. el
cyMMa nprmMecei
8 Water content / 2.0% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
TIpumeuanue: [Ipoayxr cooTBeTcTRYeT TpeboBannaM HJL

Conclusion : APPROVED /
Zaknouenne: OJIOGPEHO

Prepared by /
IMogrotosneHo: Sarita

Checked by /
[Iposepero: Santosh Kumar

g/ Maurya \z’%_

Approved by: Manager/Executive /
Onobpeno: MeHepxep (| PykoBoguTeb
Abhishek Chauhan ?

Reprint Date /
Hata: 15.02.2025

Reprint Date /
JlaTa: 15.02.2025

Reprint Date /
Jara: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: 91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1934FLC004507

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distl. Solan, H.P., 173 205, iNDIA

CEPTHOWKAT AHAJIMIA 1, ;93 956 55001-02

[

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

www.drregdys.cam

Mpoaykr: Keropon™ Dxenpece (keropoaak) Tabierku, ARCIeprupyeseie B NogocTi pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / n Batch Quantity / 3600000 tab /

Cepnst Ne _ 00l Q6bem cepiin " 3600000 Tab

Analytical Report No / . 040002808327 Date of Analysis / . 15.02.2025

ABanuTngeckHii oryer Ne ) Jlara anajn3a s

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JlaTa npou3BoacTaa Iogen 10 i

Mfg. License No. / . T No n

ITpousBoacTBEHHAS : MNB/05/263 M Rers / ; .JIl'I Ne(004669)-(PT
Homep PY RU)

aunensus Ne ——

Analysis performed according ND: / Anaans nposegen no HII: JOI-Ne(004669)-(PT-RU)-190224

Page 60of 9/Crp. 6 13 9

1}? Test / ITokazaress Results / Pe3ynbTaTh! Specification / Hopma
9 Residual solvents / OcTaTouHble OpranM=eCcKHe PACTBOPHTENN

Isopropyl alcohol / 04 pg/tab / Not more than 350 pg/tab. / B
Hsomnponaxon 04 Mkr B TabnETKE He 6onee 350 MKT B TabneTke.

10 | Microbiological purity*/ Mukpo6nonoriyeckas 4ncrora®

Total Aerobic Microbial not more than 10> CFU/g; /
Count / o6Liee 1ncio NA He Gonee 10° KOE/T;
23pPOBHBIX MHKPO-

OpTaHH3MOB

Total Combined Yeast and not more than 10° CFU/g; /

mold count / obuiee yucno NA' ge Gonee 10 KOE/r; -

IPOMOKEBBIX M TUTECHEBBIX

rpiubos

Escherichia Coli NA shell be absent in I gram. /
oTcyTcTBlE B 1 T.

11 Uniformity of dosage units / 6.6 Acceptance value (47) not more than
OauepoanocTL 15 N Tlaxazatenns npremaeMoctd (AV)
N03UPOBANHBIX eAHHHL Joiken Obrrb He Guaee 15,0.

o

Remarks : The Product conforms to ND/
IIpumeuanne: Ilponykr cootBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axmwoyenne: OJOBPEHO

Jata: 15.02.2025

Hata: 15.02.2025

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

IMoarotoenexo: Sarita [Tposepeno: Santosh Kumar | Ono6peHo: Merejuxep) PykoBoauTesib
g/ Maurya I, Abhishek Chauhan 7

Reprint Date / Reprint Date / Reprint Date /

JHata: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel; +91 40 4200 2900, Fax: +91. 40 4900 2999, Email: inail@drreddys.com
CIM: L85195AP1984PLCOV4507

www.drreddys.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Labhoratories Ltd,

Formulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,

CEPTHO®HUKAT AHAJIM3A

Distt. Solan, H.P., 173 205, iNDIA

Tel 1 +51 98166 5600102

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com

Ipoaykr: Keropoa® Dxenpece (ketoposax) Tabaersu, Ancnepripyemsie 8 monocTe pra, 10 mr

Market / Prinox :Russia / Poccus o

Batch No / L Batch Quantity / 3600000 tab /

Cepus Ne g Pt O6bem cepin * 3600000 Tab

Analytical Report No / . 040002808327 Date of Analysis / - 15.02.2025

Ananntayecka oTaer Ne Jara apannia

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JlaTa npon3BoAcTBa T'opgen mo

Mfg. License No. / X o

IIpousBoacTBEeHHAsT : MNB/05/263 MA number: / : ANENS(004665)-(BR =
Homep PY RU)

AHUen3Ha Ne

Analysis performed according ND: / Anaaus ﬁi)one_nen no HJI: JHI-Ne(004669)-(PT'-RU)-190224

Page 70f 9/ Crp. 7u3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnetox B
Ganucrepe u3z  (TIA/AJVIID ¢
paaronorimotutenem/II2BIT)
donwru // (113/AJT) donera. Ilo
2 6nucrepa BMECTE C JIMCTKOM-
BKJIa[blIIEM B nmayxy
KapTOHHYIO.

I}E Test / Ioxazarens Results / PeaynsTaTn! Specification / Hopma
12 | Assay/KonnuecTBenuoe 10.2 mg/ 10.2 mr From 90mg to 11.0 mg of
onpencieHue (101.9 %) C)sHaNQ1+C4H 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % ot
the label claim) per tablet. / Ot 9,0 Mr 5o
11,0 mr C1sHi13NO3+C4Hi1NO3
(ketoponaka TpomeTamuu) (oT 90,0 no
110,0 % oT 3aABNEHHOTO KOJWUECTBA) B
Tabnetke.
13 | Butylhydroxyanisole 0.0865 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxaHne 0.0865 Mr B TabneTke He menee 0,042 mr B Tabnetke.
OyThrArHgpokcHaHnlona
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanne ynaKoBgH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / [lo 10 Tabnerok B
6anctepe H3 (TTA/AJITID c
snaronornotutenem/TI3BII) ¢onbru //
(T19/AN) donsru. 1lo 1 nay 2 Gaunctepa
BMECTE C NIUCTKOM-BIJTANbILIEM B TIA4KY
KapTOHHYI.

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykr cootsercrayer Tpeboranuam HJT

Conclusion : APPROVED /
Jaimwouenne: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Expcutive /

[Moaroropieno: Sarita Q/ TIpoeepeHo: Santosh Kumar | Onobpeno: Menemxep / Pykosommuyent
Maurya ,é Abhishek Chauhan /

Reprint Date / Reprint Date / Reprint Date /

Hara: 15.02.2025 Hara: 15.02.2025 Hara: 15.02.2025

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, jetangana, india
Tel: 491 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com

CIN: L851935AP1934PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Pe
/ o Formulation Unit-6
Dr' Reddy S q. . - v Vill. Khol, Natagarh Road, Baddi,
CERTIFICATE OF ANALYSIS st solan, H.P, 173 205, INDIA
CEPTUOUKAT AHAJIU3A 1o ;201 52166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg WW-0rreadys.corm

Hponykt: Keropoa® xcnpece (keToposak) 1abierks, AHCneprapyeMpie B MojocTy pra, 10 mr

Market / Peinok :Russia / Poccusa ey
Batch No / 1 Batch Quantity / . 3600000 tab /

Cepns Ne 2000 | O6beM cepHH " 3600000 Tab
Analytical Repourt No / . 040002808327 Date of Analysis / . 15.02.2025
AHanuTRyecknit oTuer No JlaTa anajuza

Date of Manufacture / . 01/2025 Date of Expiry / - 12/2026

JaTa npou3BoACTBA Tonen mo

Mifg. License No. / -

IlpouszBoacTBeRuan : MNB/05/263 EA nul;;)’er./ : JRI{TD_N'(OO“Q)-(PF—
JHneH3Hs Ne omep "

Analysis performed according ND: / Auanus nposegen no HJ[: JIE-Ne(004669)-(PI'-RU)-190224

Page 8 of 9/ CT1p. 8 H3 9

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in

every 20 batches or one batch per year whichever is more.
* [IpK BLINYCKE JIEKAPCTBEHHOrO TPeNapaTa KONTPOIL KaYeCTBa No nokaszatento «MukpoGronornyeckan

YHCTOTa» NPOBOANTCA /it Kamaoil 20-01i cepun, HIH ANA OZHOH CEPHH B rofl, B 3aBHCHMOCTH OT TOro, 4TO
HACTYOHT PaHbUIE.

API name / HanmenoBanne AQC: Ketorolac tromethamine / KeToponaka TpoMeTaMuH

INN / MHH: Ketorolac / Ketopoiak

API manufacturer batch number / ABRHO007885

Homep cepuu nponszpoanreans ADC:

FP Manufacturer API Batch number /

Homep cepun cy0cTAHUNH NPON3BOANTENS FERA00489

rJId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponssoauteas A®C, crpana: JI-p Peanw'c JlaGoparopuc JIra., Unaus

Name, address, authorization No for  FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumcHOBaHHE, afpec, THNEHIHA A5 J-p Pennw’c Jlaboparopuc JIta., Huausa, [Ipoussoacreentoe
TIpoHIRNICTRANHAN MIOWEATKA { Tinomanka | noapaznenenne-6, Bunn. Kxone, Hanarapx Poya. baanu, Aucrpukr
xonTposs KayecTsa / Ilnomaaka Beinycka Conan, X.I1., 173205, Unaua (suuensua somep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Ipumeuanue: [Ipoaykr cooTBeTCTBYET TpeboBanmaM HIL Baxmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: ManagerfExecutive /
[MoaroTosneno: Sarita [posepeno: Santosh Kumar | Ono6peno: Menejuxep | Pyxosoautens

ﬁ/‘ Maurya 2] Abhishek Chauhan

ol

Reprint Date / Reprint Date / Reprint Date /
JaTa: 15.02.2025 Hara: 15.02.2025 Hata: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banja'ra Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851954P1984PLCONA507
www,drreddys.com




Dr, Reddy's Laboratories Ltd.

Formulation Unit-6
y y ; vill. Kho!, Natagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

Dr.Reddy’s ‘_‘:‘

CEPTHOUKAT AHAJTIH3A 1) . ;51 52166 5600102
[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg wwsw.drreddys.com il
Ipoxyxr: Keropon® Dxenpece (keropoiak) TabaeTk, AHCTIEPIHpYeMbIe B MOJIOCTH pTa, 10 mr
Market / Ppinox :Russia / Poceys
Batch No / ] Batch Quantity / ~ 3600000 tab /
Cepus Ne u2 0182 O6beM cepBH " 3600000 Tab
A e T £ N © 040002808327 Date of Amalysis/ . 1503 2025
AHanuTHyeckHii oTyeT No JlaTa aHaaH3a
Date of Manufacture / . _ Date of Expiry / .
: 01/2025 . 12/2026
JlaTa mpoM3BoOACTBA Tonen no
Mfg. License No. / j .
TMponsBoacTBEHHAS : MNB/05/263 MA number: / : JITT-Ne(004669)-(PT-
Homep PY RU)
Juuen3ns Ne L —
Analysis performed according ND: / Auajins nposeien no HII: JITT-No(004669)-(PT-RU)-190224
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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 (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) 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».

Jaxd0deHHe 0 cooTBeTcTBHM: «HacTosmuM g MOATBEPXKAA0, YTO NPUBEACHHAS BbINIC uH(pOpManHKs ABJISIETCA
JOCTOBEPHON W TOYHOM. DTa Cephs NpPOAYKIHH MPOM3BEICHA (BKTIOYAsi YIAKOBKY (MapKMpPOBKY) M KOHTpOIb
KayecTBa) Ha BBIIICYKa3aHHOH IIPOM3BOACTBEHHOM INIOMIANKE (mromagkax) B IOJHOM COOTBETCTBHH C
TpeGoBanusimMu [IpaBui Hamrexamen JIPOM3BOZICTBEHHON NPAKTHKH EBpasuHCKOro SKOHOMHYECKOro COt03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceursbps 2022) 1 TpeGoBaHUAMH KOHTPOII Ka4e€CTBA ICKAPCTBCHHBIX CPEAICTE,
4 TAIOKE B COOTBETICTBHH CO CIIEUH(UKALMSIMHU, CONEPHKALIUMHUCS B PETUCTPAITHOHHOM JOCHE CTPAaHBI-MMIIOPTEDPA.
3amicH O IIPOU3BOJICTRY, YIIaKOBKE H aHAIIK3Y IPOBEPEHE], H YCTAHOBJICHO WX COOTBETCTRHC TpeGopanusiM [Tpasun
Hajyiexaniei Mpou3BOACTBEHHOH MPAaKTHKK EBpasuiiCKOro SKOHOMHYECKOTO CO03a».

Conclusion : APPROVED /
Baxinouenne: OJIOBREHO

Remarks : The Product conforms to ND/
[Tpumeuanue: [IPOAYKT COOTBETCTRBYET rpeboranuam HIT

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

IToarorosneHo: Sarita y Tposepeno: Santosh Kumar | Onobpero: Mesemxep)/ Pykopodurens
Maurya f"ZA}: Abhishek Chauhan (

Reprint Date / Reprint Date / i Reprint Date /

Hara: 15.02.2025 Hara: 15.02.2025 Iata: 15.02.2025

Registeced Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tetangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984FLCO04507
www.drreddys.com



