Dr.Reddy’s “:’

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. solan, H.P, 173 295, INDIA
CEPTU®UKAT AHAJIM3A d rlr'-;' ulw ww-

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

Market / PeiHok :Russia / Pocens

Batch No / - V2501219 Batch Quantity / _ 3600000 tab /

Cepusa Ne _ O6nem cepun © 36000006

Analytical Repovrt No/ - 040002969558 Date of Analysis / . 21.06.2025

AHanuTHYeCKH# oTyeT No Hdara anaau3za

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Jarta npoH3BOACTBA I'onen g0

Mfg. License No. / i

IIpon3BoacTBeHHaNn : MNB/05/263 MA number: / - JIIT-Na(004669)-(PT-

Howmep PY RU)

Juuenzusa Ne =

Analysis performed according ND: / Ananns nposeten no HIL: JITI-Ne(004669)-(PT-RU)-190224 B
S el 5 § i S e = ~ Pagelof9/Crp.1m39
I;.:’ Test / NokasaTean Results / PesynpTath! Specification / Hopma

1 Description / Onuncanune

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrabie nnockue
TabneTku ¢ packoit, cBeTIIO-
JEeJTOro LIBETA ¢ FPaBUPOBKO
«l» Ha OAHO# CTOpOHE.

Light yellow round flat beveled tablets
with "[" debossed on one side. / Kpyrasie
nnockue Tabnerkn ¢ (ackol, cBeTIo-
KEJITOrO LBeTa ¢ TIPaBHpOBKOM «[» Ha
ofHOM cTopoHe.

2 Identification / UaenTndnkanas

Ketorolac / Kemopoaak

Complies / CootBeTcTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Yd-cnekTpbl NONICIIEHUS
HCTLITYEMOTO pacTBOpa M pacTeopa
CTaHmapTHOTO  06pasua  KeTOpoliaKa
TpoMeTaMMHa TOJDKHBI HUMETh
MAKCHMYMEI NIPM OJHOH U TOH ikKe AnHHe
BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/

[psumeuanue: [pogykr cooTBeTcTBYET TpeboBanuam HJJ

Conclusion: APPROVED /
3axnouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMonroTorieHo: Saritg ) IIposepeno: Pravesh Rana /' | Ono6peso: Menemkep / Pykosoaurens
}{Q/ / Amit Kumar s
/- - \ =
Reprint Date / Reprint Date / Reprint Date / \
Hara: 21.06.2025 Hara: 21.06.2025 Hara: 21.06.2025

Registered Office: 8-2-327, Road No, 3, Banjara Hills, Hyderabad - 500034, Telungand, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www,drreddys.com




Dr.Reddy’s Q‘:‘.

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIM3A

Dr. Reddy'’s Laboratories Ltd

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 28166 56001-02

www.drreddy . Lo

JProduct : Ketorol Express (ketorolac) Oi';lly Disintegrating Tablets 10 mg
Mpoayxr: Keropon® Sxenpece (keroposak) Tabuerkn, AMcnepripyesbie b 0o10CT 1 pra, 10 mr _ -

| Market / Peisox :Russia / Poccus

Batch No / . Batch Quantity / ~ 3600000 tab /

Cepus Ne e Obbem cepHu * 3600000 Tab
Analytical Report No / g Date of Analysis / .

AnanuTHHecKHH oTYeT Ne i 040002969558 Hdara anannsa s

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Jarta npoM3BOACTEA T'onen xo

Mfg. License No./

IIpoussoacTBeHHAR : MNB/05/263 lI\{'IA = ux;;)’er. / : JRm—N9(004669)—(PF-
JIAIeH3AA Ne omep U)

Analysis performed according ND: / Auanus nporenen no HJI: JITI-No(004669)-(PT-RU)-190224 |

7 ———

Test / Toka3zaTenn
Ne

Results / Pe3ayabTaThl

~ Page2of9/Crp.2u39
Specification / Hopma

Complies / CooTBeTCTBYET

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 yOepXWBaHHS
OCHOBROIO TIHKa Ha XpoOMaTorpamme
HCTILITYEMOTO pacTeopa DOJIKHO
COOTBETCTBOBATh BPEMEHM YIEPKUBAHUS
OCHOBHOTO IMKa Ha XpoMaTorpamMme
pacTsopa CTaHIapTHOTO obpa3ua
keToponaka  TpoMeTaMMHa  (pasmen
«KonuyecTBeHHOE OTIPEACIEHHE).

Remanks: The Product conforms to ND/
Hpumesanme: Hponykr cootsetctByeT Tpebosanuam H/L

Conclusion: APPROVED /
3aknouenne: OJOBPEHO

Prepared by / Checked by /

ITonroTrosineHo: Sarita @

IMpoeepeno: Pravesh Rana /

Pl

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoaurens

Amit Kumar A
j!\-/,/.,

Reprint Date /
Hara: 21.06.2025

Reprint Date /
Hata: 21.06.2025

Reprint Date/ |
Jlara: 21.06.2025

Registered Uffice: 8-2-337, Road No. 3, Banjard Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emall: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




o Dr. Reddy's Laboratories Ltd,
. - .
Formulation Unit-6
Dr’ Reddy,s ‘... Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS  Distt solan, f.P, 173 205, INOIA
CEPTUPHKAT AHAJIM3A '€ " 2-07° .

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkenpece (keroponak) Tabnerku, [ueneprupyemsie B mosiocT pra, 10 mr

Market / Prinox :Russia / Poccus

Batch No / - . Batch Quantity / 3600000 tab /

Cepus Ne G O6bem cepn " 3600000 T26
Analytical Repo:’t No/ . 040002969558 Date of Analysis / . 21.06.2025
AnRanurudeckuii oTyer Ne laTa anaanza

Date of Manufact.ure / . 05/2025 Date of Expiry / . 04/2027

Hara npoH3BogcTBA Tonen oo

Mfg. License No. / ]

IlpoussoacTBeHHaS : MNB/05/263 I;I/[A nm;;;er' / : gg)' D) ST
JIHIeH3HA Ne S

Analysis performed according ND: / Asanns nposejen mo HJI: JII-Ne(004669)-(PT-RU)-190224
Page3of 9/ Ctp.3 M3 9

1;00 Test / Tloxasarcas 1 Results / PesyasTaTnl Specification / Hopma "
Butylhydroxyanisole / Complies / CooTBeTCcTBYET The relention times of 2-
Bymunzudpoxcuanuzon butylhydroxyanisolc 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 ("Butylhydroxyanisole
content” section). / Bpemena
yaepXuBaHus fIMKOB
2-6yTHnruApoKCHaHM30J1a u
3-6yTHITMAPOKCHAHK30IIA Ha
XPOMATOTpaMMe HCTIBITYEMOro pacTBopa
JOKHBl  COOTBETCTBOBAaTH  BPEMEHaM
yoepXUBaHHA [IMKOB
2-GyTUNrHAPOKCHaH#U30T1a ‘U
3-6yTUnrMapoKcHanu3ona Ha
APUMALUL PAMME paviBUpa C{AHTAPTHOTY
obpazua 6yTHATHApOKCHaHH307a (pa3nen
«CopepxaHue
6yTUNTHAPOKCUAHN30JIA).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

Hpumeuanne: [TpoaykT cooTBeTcTByeT TpeGoBanusam HJT 3axmoyenne: OJOBPEHO

Prepared by / Checked by / _+ | Approved by: Manager/Executive /

IToarorosiiexo: Sarita Iposepeno: Pravesh Rana ’/ Onob6peno: Menemxkep / PykoBoauTes b

& 1 Amit Kumar e
;\ -
Reprint Date / Reprint Date / Reprint Date / ]
Harta: 21,06.2025 Hara: 21.06.2025 Jara: 21.06.2025

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: L85155AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS

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

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

CEPTUOHKAT AHAJIM3A

Tel : +51 £8166 56001-02

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropon® Bxenpece (ketoposax) TabaeTky, AucnepruapyeMbie B noJI0CTH pTa, 10 mr

| Market / Poinog

~ :Russia / Poccus

Batch No / - V2501219 Batch Quantity / 3600000 tab /

Cepusn Ne ) O6nem cepHH " 3600000 Tab

e LRI T . 040002969558 Date of Analysis/ . 5 562025

AHanuTHMecKHi oTyeT No Jara ananausa

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027 -

JlaTa npoH3BOACTBA Lopen qo

Mfg. License No. / . 3

IIpon3BoICTBEHHAN : MNB/05/263 MA number: / : JIL-Na(004669)-(PT-
Homep PY RU)

JnneHus Ne

Analysis performed according ND: / Amaanz nposenen no HJT: JII-No(004669)- (PT-RU)-190224

Page4of 9/Crp. 4139

| No
No Test / Iloka3zaTens e e
3 Average weight / Cpeanss
macca
Uniformity of weight /

OnauopogHOCTE MAacChl

Results / PesyanTaTLl

Specification / Hopma

69.1 mg/69.1 Mr

Complies / CooTBeTCTRYET

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 mr o 72,8 Mr (70,0 Mr £+ 4,0 %).

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

4 Disintegration time /
Pacnagaemocthb

00 min 13 sec / 00 mun 13cek

Not more than 3 min. / He 6osnee 3 MuH.

5 Dissolution / PacTBopeHne Unit-1 / Tabn-1 97% | Not less than 75% (Q) of
. C1sH13NO3*C4H 1 1INO; (ketorolac
it 1 L e tromethamine) in 15 min. / He MeHee
Unit-3 / Ta6i-3 97% | 75% Q) C15H13NO3*CsH11NO3
. (xeTopoiaka TpOMETaMiH) Jepe3 15 MuH.
Unit-4 / Ta6n-4 94 %
Unit-5 / Ta6n-5 93 %
Unit-6 / Ta6bn-6 98 %

Remarks: TheProduct conforms to ND/

Hpsmedanne: [TpoayKT cooTeTcTBYeT TpeboBanuam H/I

Conclusion: APPROVED /
Zaxmiodenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroemeHo: Sarita ITposepeno: Pravesh Rana / Onobpeno: Menemxep / PyKOBOIIPITeJIb
g/ | | Amit Kumar A~
/ ) 4 A2
Reprint Date / Reprint Date / Reprint Date / {
Hara: 21.06.2025 Hata: 21.06.2025 Jara: 21.06.2025

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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q’:’

CERTIFICATE OF ANALYSIS

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

vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA

201 25165 E£001-02

CEPTUOUKAT AHAJIM3A

JT Souvva

e GI S COYHEaN

Product :

“Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Jkenpece (keTopoaax) TabaeTky, AHcHeprupyeMeie B nonocts pra, 10mr

Market / Privox

:Russia / Poccus

Batch No / F Batch Quantity / ~ 3600000 tab /

Cepus Ne A O6bem cepuu ‘3600000 Tab

Analytical Repourt No/ . 040002969558 Date of Analysis / . 21.06.2025

AHaauTHYecKHH oTyeT No Jara anannza

Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027

Jarta npoH3BOACTBA I'open Ko

Mfg. License No. / . o

IlpousBoacTBeHHAR : MNB/05/263 silbs tcdlios Y IILBEUE ) S8
Homep PY RU)

JIHNen3ust Ne ==

Analysis performed according ND: / Ananus nposeten no HJI: JITT-Ne(004669)-(PT-RU)-190224

JIHCTIENCHACTh

' z_oo Test / IoxasaTenn | Results / PeayabTaTil
6 Particle size distribution / Complies / CooTBETCTBYET =

_ Page50f9/Crp.5u3 9

Specification / Hopma

A uniform suspension passing through a
710 um sieve is formed. / O6pazyercs
OJIHOPOJIHAA  CYCMEH3MA, MPOXOAALAsA
CKBO3b CHTO C pa3MepoM OTBEpCTHH
710 MkM.

7 Tr-n‘puritigs /_l'lpumecn

1-hydroxy analog of
ketorolac: /

Below LOD (LOD = 0.0010 %)/
Huke npenena o6HapyxeHus (ITO =

not more than 0.5 %; / ne 6onee 0,5 %;

Copepicanne BOIbl

1-rrapoKcHaHaor 0.0010 %)
KeToponaka
1-keto analog of ketorolac / not more than 0.8 %; / »e Gonee 0,8 %;
1-xeToaHanor keToposaxa 0.06%
unidentified impurity / not more than 0.5 %; / He Gonee 0,5 %;
eHHUYHasA 0.02%
HeuAeHTUDUIIUPOBAHHAS
npuMech
total impurities / 0.1% not more than 1.0 %. / ne 6onee 1,0 %.
CyMMa puMeceH
8 Water content / 23 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks: The Product conforms to ND/
Iipumeuanne: [Tpoaykr cooreeTcTBYeT TpeboBaruam HJT

Conclusion: APPROVED /
Zakmouernne: OJOBPEHO

Prepared by / Checked by /
IMoarorosneno: Sarita

ITposepeHo: Pravesh Rana /

o

Approved by: Manager/Executive /
Opobpeno: MeHemiep / PykoBoIHTENE
Amit Kumar /\ s

Reprint Date /
Hara: 21.06.2025

Reprint Date /
Hara: 21.06.2025

Reprint Date / v

Hara: 21.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJTA3A

Tel : +21 £8166 56001-02

. irreddys.com

[Product : Ketorol Express (keto};lac) Orally Disintegrating Tablets 10 mg
[ Mpoayxr: Keropon® Jxcnpece (keTopoaak) Ta6aeTkn, iucneprupyembie B NOJOCTH PTa, 10 mr el TR

Market / Prinok :Russia / Pocenst

Batch No / . V2501219 Batch Quantity / 3600000 tab /

Cepns Ne : O6Bem cepun * 3600000 Tab

Ll IR eI . 040002969558 Date of Amalysis/ . 5 969025

AHanuTnYecKHif oTyeT Ne JarTa anann3a

Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027

JlaTa npoH3BOACTBA T'osen mo

Mfg. License No. / )

IIpousBoacTeennasn : MNB/05/263 e / el
Homep PY RU)

JIHOEH3us N2

Analysis performed according ND: / Aranuns nposeaen no HJL: JI]]’4N3(004669}-{PI‘:R16)-190224

Page 60f9/Crp.6u39

No
Na

Test / IToka3aTcib

Results / PesynbraTit

Specification / Hopma

9 Residual solvents / OcTaTouHble OPraHHYecKHe PACTBOPHTENH

08 pg/tab /
(08 mkr B TabneTke

1sopropyl aleohol /
H3onponanon

Not more than 350 pg/tab, /
He 6onee 350 Mkr B TabseTke.

10 | Microbiological purity*/ Mukpo6uonoruueckas 4ucrora*

OnHopoAHOCTH
JO3HPOBAHHBIX €AHHHUL]

Total Aerobic Microbial NA not more than 10> CFU/g; /
Count / of1wee yncno He 6onee 107 KOE/Tr;
a3poOHBIX MUKPO-
OpraHH3MOB
Total Combined Yeast and NA not more than 102 CFU/g; /
mold count / ob1ee yucio He 6onee 10° KOE/T;
IPOMOKEBBIX W IUIECHEBLIX
rpubos :
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 | Uniformity of dosage units / 8.9 Acceptance value (4¥) not more than

15.0 ITokazatens npuemaeMocTa (4V)
JosmkeH 6bITh He Gonee 15,0.

Remanks: The Product conforms to ND/
Hpumexatine: ITpoaykr cootBeTcTBYET TpeGoBanmam HJ

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by /

IToaroToBieHo: Saﬂt%

IMposepeno: Pravesh Rana;/

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoautens
Amit Kumar A

" o
.~ .

Reprint Date /
Jarta: 21.06.2025

Reprint Date /
Hara: 21.06.2025

Reprint Date / {

| Hara: 21.06.2025

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: L.85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUDPHKAT AHAJIM3A

Tel ; +91 £8166 56001-02

swwidrreddys.com

Product : Ketorol Express (ketorolac) Orally Disi‘n?eérating Tablets 10 mg

I poxykr: Ketopon® Dxenpece (keroponak) TabeTKy, AHCHIEPrupyemble B NOJTOCTH PTa, 10 mr T

Market / Prisok :Russia / Poccust

Batch No / . V2501219 Batch Quantity / 3600000 tab /

Cepusi Ne ‘ Obnem cepin " 3600000 Tab

Analytical Repnyrt No/ - 040002969558 Date of Analysis / . 21.06.2025

AHanuTHYeCKRnH oTyeT Ne JlaTa aHaIH3a

Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027

Jara npon3BoAcTBa TI'omen po

Mfg. License No. / ] ]

IlponsBoacTBeHHAR : MNB/05/263 MA number: / : JII-Ne (004669)~(PT -
Homep PY RU)

nnensasg Ne

Analysis performed according ND: / Anaau3 nposenen no HJI: J]]I-Ne((104669)-(PF-RID-19—0224

Page 7 of 9/ Crp. 7 w3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / llo 10 Tabnetok B
6aucrepe w3 (IIAJAJUTID ¢
pnaronoraoturenem/IIOBIT)
¢oneru // (II5/AJ1) donsru. Ilo
2 6riucTepa BMECTE C JIMCTKOM-
BKJAJBILIEM B navKy
KAPTOHHYIO.

i.: Test / TlokasaTens Results / PeayabTaTsl Specification / Hopma
12 | Assay/KoauuecTBeHHOE 10.1 mg / 10.1 Mr From 9.0 mg to 11.0 mg of
ofipenesieHHe (100.6 %) C1sH13NO3°CsH | ] NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / OT 9,0 Mr 0
11,0 Mr CisH13NO3+C4H 1 1NO3
(xeToponaka Tpomeramus) (oT 90,0 nmo
110,0 % OT 3aABIEHHOTO KONHYECTBA) B
Tabnerke.
13 | Butylhydroxyanisole 0.0894 mg/tab / Not less than 0.042 mg/tab. /
content / CopepxaHue 0.0894 mr B TabueTke He menee 0,042 Mr B TabneTke.
OyTHIITHAPOKCHAHH30.1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnHcaHHe YIAKOBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / ITo 10 TabneToxk B
Onucrepe w3 (TTA/ATVTID ©
praronornotuteneM/TIOBIT)  domeru //
(II3/AN) ¢onsru. IMo 1 win 2 Gnuctepa
BMECTE C JIMCTKOM-BKJAJBILIEM B MauKy
KApPTOHHYIO.

Remarks: The Product conforms to ND/

THpusouanve: [TpoaykT cOOTRETCTBYET TpeboranusaM HII

Conclusion: APPROVED /
3axmouenne: QJJOBPEHO

Prepared by /

[TonrotosieHo: Sarita

B

Checked by / )
TIposepeno: Pravesh Rana ?f"

Y
A

Approved by: Manager/Executive /
Onobpeto: Menemxkep / Pykoroauresb
Amit Kumar N »

Reprint Date /
Jara: 21.06.2025

Reprint Date /
Jara: 21.06.2025

Reprint Date / |
JMara: 21.06.2025

Registered Office: 8-2-33/, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




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

e
Dl'. Red dY’S ‘... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A ¢} +91 98166 5600102
=" voww.drradivioom I
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® xcnpece (keroponak) tabnerky, Ancneprapyevble B N0JOCTH PTa, 10 mr T
Market / Prisok - :Russia / Poccus -
Batch-No / . Batch Quantity / ~ 3600000 tab /
Cepns Ne - Vtaess O6bem cepuu " 3600000 tab
Analytical Repovrt No/ . 040002969558 Date of Analysis / . 21.06.2025
AHanuTn4ecknii oTyeT Ne JlaTa anaan3a
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JaTa npo¥3BOACTBA T'open no
Mfg. License No. / ] o
IlponspoacTBeHHAR : MNB/05/263 MA number: / . ‘]IH'N‘(OO_4669) (®r-

Homep PY RU)

JHHeH3ua Ne i I8
Analysis performed according ND: / Anaauz nposenen no HJT: JITI-Ne(004669)-(PT-RU)-190224 N

Page80of 9/Crp. 8 3 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.
* [Ip¥ BBINYCKe JIEKAPCTBEHHOr0 NPENAPATA KOHTPOJIb Ka4ecTBa N0 NokasaTeno «Mukpobuonornyeckas
YHCTOTEY NPOBOANTCS ANS KaAcaoii 20-o0if ecpru, HJIH AJI51 OO cCpHMH B rof, D 3JADHCHMOCTH OT TAIOG, ITO

HACTYNUT paHblle,

API name / HanmenoBanne A®C: Ketorolac tromethamine / Ketoponaka TpoMETaMUH

INN / MHH: . Ketorolac / Keroponax

API manufacturer batch number / ABSHO01016

Homep cepun npon3oautean APC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTaHUHH NPOH3BOIHTEIS FESA00165

TJId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponssoantens APC, crpana: Ji-p Peanw'c JTaGoparopuc JIta., Muaus

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) /

HanmeHOBaHHE, aapcec, THIEH3HS IR II-p Pennw’c NaGoparopuc Jitn., Uaaus, IlpoussoacreenHoe
IIpouzeoacTeenHasn miomanaka / Ilnomanka nonpasaenenne-6, Bunn. Kxons, Hanarapx Poyn, banmm, JucTpukt
KOHTPOJA KavecTBa / ILnomanka BpIMycKa Conan, X.I1., 173205, Uuaus (nuuenzus Homep MNB/05/263)

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

Remanks: The Product conforms to ND/ Conclusion: APPROVED /

Hpumeuanve: ITpoaykt cootercTeyet Tpebosanuam HII 3axmouenune: OIOBPEHO

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

ITonrotosieHo: Sarita IIposepeno: Pravesh Rana / | Omobpeno: Mexemkep / Pykosonutens
f:,_r? “} | Amit Kumar A
il s /\/ il

Reprint Date / Reprint Date / Reprint Date / I

JHata: 21.06.2025 Jara: 21.06.2025 Hata: 21.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangaha, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




P Dr. Reddy's Laboratories Ltd.
> Formulation Unit-6
Dr. Red dy,S ‘.. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTHOHAKAT AHAJTAZA Tel : +©1 98166 56001-02

Product: Ketorol Express (ketor?)lac) Orally D_is_i;tegrating Tablets 10 mg .

_I'Iygnygcr.:}_(e'ropon@ Irenpece (keTopoak) TabJeTKH, AACTEprapyeMsle B MOTOCTH PTa, omr
Market / PoiBoK :Russia / Poccua o
Batch No / : Batch Quantity / 3600000 tab /

Cepua Ne RLEIEE O6beM cepRH " 3600000 Tab |

Analytical Repo:’t No / . 040002969558 Date of Analysis / - 21.06.2025

AHaarTHYecKHH oTYeT N2 JlaTa aHaJIH3A

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Jiara mpoM3BOACTEA T'open g0

Mfg. License No. / p .

IpoussoacTBEHHAN : MNB/05/263 MA number: / : AL PR REEL
Homep PY RU)

JHeH3uA Ne i — =

Analysis performed according ND: / Anaans nposeaen no HJI: JITI-No(004669)-(PT-RU)-190224 i
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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».

3akI0YeHHe 0 cO00TBeTcTBHM: «HAaCTOAIMMM 5 MOATBEPIKAAIO, YTO IIPHBECHHAS BHIIE HHQOPMAIIMS SBILICTCS
[OCTOBEPHOH ¥ TOYHOH. JTa cepusd NPOAYKIHMH IPOM3BENeHa (BKIOYAS YIAKOBKY (MApKHPOBKY) H KOHTPOTE
KadecTBa) HA BHINEyKa3aHHOH IIPOM3BOJCTBEHHOH IUTOLIA]IKE (nmomrajgxax) B NOJNHOM COOTBETCTBHH C
Tpe6oBanusvu [IpaBui Hajlexaleli IPOH3BOACTBEHHON HPakTHKK EBpasHACKOro 3KOHOMHHYECKOT'O COIO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabpsa 2022) 1 Tpe6oBaHHAMH KOHTPOJII KayeCTBa JIEKapCTBEHHBIX CPEICTB,
a TaKKe B COOTBETCTBHH CO CHENMN(PHKAMIMHE, COAEPKALTMMHUC B PETHCTPALIHOHHOM AOCHE CTPaHBI-HMIIOpTEpa.
3anmcH 110 HPOH3BOJICTBY, YIIAKOBKE H aHATH3Y IPOBEPEHBI, U YCTAHOBJIEHO HX COOTBETCTBUE TpeGoBanmaM IIpasit
Hajylexalei Npou2BOACTBEHHOH NpakTHKH EBpasHHCKOro 3KOHOMHYECKOTO CORO3a».

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

Hpumeyanne: [Iponykt cootsercTayeT TpeGosanmam HJI 3axmouenune: OJJOBPEHO

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

TMonproroeneHo: Sarita [Iporepeno: Pravesh Rana / Onobpeno: Menemkep / PykogonnTens
g/ b | Amit Kumar A~ L

Reprint Date / Reprint Date / Reprint Date / !

Jara: 21.06.2025 Jata: 21.06.2025 Jara: 21.06.2025

Registered Gffice: 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
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