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

Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ; +91 93166 56001-02
www.drredays.com

Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJTM3A

Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixenpecc (KeTopoiak) Ta6ieTks, AHCIEPTHPYEMbIE B I0JIOCTH T4, 10 mr
Market / Poinox :Russia / Poccus

Batch No / . V2500528 Batch Quantity / 3600000 tab /
| Cepust N i O6Bbem cepuH " 3600000 Tab
Analytical Report No/ . 040002874881 Date of Analysis/ . 34 3 5025
AHaanTHueckHil oTHeT No Mara anauusa
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
Jlata npon3BoCcTBA — T'open 10
Mfg. License No. /
TpoussoncTEEnHAS : MNB/05/263 M namter: / 1 s (0046 69)=(B -
Homep PY RU)
nuuensus Ne

Analysis performed according ND: / Ananns nposejen no HIL: JITT-Ne(004669)-(PT-RU)-190224
Page1of9/Crp.1u39

1}: Test / [Tokasatenn Results / PesyabTaTs! Specification / Hopma
1 Description / Onncanue Light yellow round flat beveled Light yellow round flat beveled tablets |

tablets with "|" debossed on one
side. / Kpyrnsle nnockue
TabneTku ¢ packol, ceeTno-
YEJITOTO LIBETA C FPaBUPOBKOM
«l» Ha oAHOM CTOpPOHE.

with "|" debossed on one side. / Kpyrneie
mwockme Tabnetkn ¢ dackoi, CBeTno-
KEJNTOr0 LBETA C TPaBHPOBKOH «l» Ha
OIHOM CTOPOHE.

2 Identification / Hnentnduxauns

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / YO-CHEKTpsl MOMJIOMEHUS
HCTIBITYEMOrO pacTsopa W  pacTBopa
CTaHZapTHOro  oOpa3la  KeTopoJsaka
TpOMETaMHHa JIOJIXKHBI NMeETh
MaKCHMYMEL TIpIi OAIOHM H TOWH ¢ IUTHHC
BONHBI (£ 2 HM).

Remarks : The Product conforms to ND/
IMpumeuanue: [poaykT coorBeTcTBYeT Tpeboanuam HII

Conclusion : APPROVED /
3axmoucaue: OJJOBPEHO

Prepared by /
LlogroTorneHo: Santosh Kumar

Maurya @/

Checked by /
1lpoeepeHo: Pardeep Kumar

ANy f

Approved by: Manager/Executive /
Unotpeno: Menemxep / PykoBoanTelb
Amit Kumar Jn\__ w1

Reprint Date /
Jara: 30,03.2025

Reprint Date /
Jara: 30.03.2025

Reprint Date /
Jara: 30.03.2025

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tek: +G1 40 4900 2900, Fax: -+91 40 4900 2959, Email: mail@4drreddys.com
CIN: LB5195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q‘:‘

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

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

CERTIFICATE OF ANALYSIS " "0 ¢/ 0

CEPTH®HKAT AHAJIM3A

www.drreddys.com

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

B noJocTn pra, 10 mr

Ilponyxr: I{_c'rnpo.u@* Drcnpece (Keroponak) Tabaerki, Aucneprapyemsie

Market / PoinoK :Russia / Poccns

Batch No / \ Batch Quantity / ~ 3600000 tab /

Cepust Ne AR : Qb6bem cepan " 3600000 Tab

::nalytlcal Repourt No / . 040002874881 Date of Analysis / . 30.03.2025
HANHTHYECKHH oTHeT N Jlara anaau3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JaTta mponssojicTBa | Fopempo

Mfg. License No./

Ipon3eoxcTEEHHAN : MNB/05/263 gA nul;;)’er./ : gl_]}l;Ne(004669)—(PI‘—

nunensun Ne omep

_Analysis performed according ND: / Ananu3s nposeaen no HJL: JOI-Ne(004669)-(PT-RU)-190224

Page20f9/Crp.2 w39

—
S—

No

No Test / [Toka3aTens Results / Pe;y.anaTbl

Specification / Hopma

Complies / CooTBETCTBYET

The retention time of the main peak on the
chromatogram of test solution should
correspond 1o that on the chromatogram of’
ketorolac tromethamine standard solution
(Assay section). / Bpems yaepxuBanua
OCHOBHOrO TMHMKAa Ha XpOMaTorpaMMme
HCIIBITYEMOTO pactsopa DOJIKHO
COOTBETCTBOBAThH BPCMEHH YAEPKHUBAINS
OCHOBHOTO IMK2a Ha XpoMarorpamme
pacTBopa CTAaHAaPTHOIO ofipasiia
KeToponaka  TpoMeTamuHa  (paszen
«KONHYECTBEHHOE OMPEAENEHHNEY).

Remarks ; The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanse: [Iponykt cooTseTcTByeT Tpebopanuam HI 3akmouenne: OJOBPEHO

Maurya I > Amit
Cl——

Prepared by / Checked by / Approved by: Manager/Executive /
TMoarorosiexo: Santosh K@ [TposepeHo: Pardeep Kumar | Onobpero: Menemwxep / P}'K;)BOI[HTCIIB

Kumar |\1 g

Reprint Date / Reprint Date / Reprint Date / v
Iara: 30.03.2025 JlaTta: 30.03.2025 Hara: 30.03.2025

Registerad Office; 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - &

00034, Telangana, India

Tel: +S1 40 4900 2900, Fax: +91 40 4900 299%, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0A507
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

ILI . ‘rJL Ju;.uu J[;Or“ n2

CEPTU®UKAT AHAJIA3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
glﬂ&"_@lmﬁ Irenpece (KETOPOAK) TAGNCTKE, AHCHEPrHpYyeMble B TOJIOCTH PTa, 10 mr

Market / PoinoK :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /

| Cepus No VRl O6bem cepHu * 3600000 Tab
Analytical Report No/ - 040002874881 Date of Analysis / : 30.03.2025
Ananutnaueckuii oryer Ne Jara ananuza
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
JaTta npon3BoacTBa Copen go g
Mfg. License No. / . :
ITponsBoacTBeRHas : MNB/05/263 JI\_I/IA nur;;er./ : ﬁH-N2(004669)'(PF"
Juanensus Ne oMep <)

Analysis performed according ND:

/ Anann3 nposegen mo HJL: JITI-Ne(004669)-(PI-RU)-190224

Page30f9/Crp.3 139

TIpumeuanme: ITponykr coorseTcTByeT TpeGoBanmam HJT

r;:) Test / [Tokazarenn Results / PeayabTaTht Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
BymuncuopoKkcuanuszon 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 ("Butylhydroxyanisole
content” sectiomn). / Bpemena
YUEPKHUBAHHAS NHKOB
2-6yTHUATHAPOKCHAHH30/1a H
3-6yTHArMIPOKCHAHN30TIA Ha
XpOMATorpaMMe UCIBITYEMOTO PacTROpa
[OMKHBLl  COOTBETCTBOBATH  BPEMEHAM
YAEpXKHBAHHA TI#1KOB
2-0yTHATMAPOKCHAHU30MA u
3-GyTUNTHAPOKCUAHHIONA Ha
XPOMATOrpaMMe PACTBOPd CTAHAAPTHOrO
o8pasLa ByTUNTHAPORUHULHIVNY (Pusaet
«CopnepsxaHue
GYTUArHAPOKCHAHN301a%).

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

Zakmouenne: OJOBPEHO

Preparcd by /
IMoarorosneno: Santosh Kumar

Maurya @)

Chccked by /
ITpoeepeno: Pardeep Kumar

{

| ie—

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoaurens
Amit Kumar A L

'\_/ o

Reprint Date /
Hara: 30.03.2025

Reprint Date /
Jara: 30.03.2025

Reprint Date/ !
Tara: 30.03.2025

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India

Tel: +S1 40 4900 2900, Fax:

+91 40 4900 2999, Fimail: mail@drreddys.com

CIN: L85195AP1984PLCOD4507

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

TAl . a0 OCH A SE01.ND
1T, S 0a D408 SBVuL e

CEPTHO®HKAT AHAJTH3A

www.drreddys.com

Product : Ketorol E_Tpress (ketor(ﬁc) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropoa® xenpece (keroponax) rabaerki, MUCAepripyembie B 110J10CTH PTa, 10 mr _

Market / Poinok :Russia / Poccns
Batch No / . Batch Quantity / . 3600000 tab /
Cepns Ne =Y O6beM cepu " 3600000 Tab
Analytical Repo:‘t No/ . 040002874881 Date of Analysis / . 30.03.2025
AdaanTHueckuii oTuer Ne Jdata aHaJH33
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
Jlara npos3soacTea I'onen Ao
Mfg. License No. / }

) MA number: / _ JIT-Ne(004669)-(PT'-
TIpouzBoacTBeHHAN : MNB/05/263 Howmep PY " RU)

amuensus Ne

Analysis performed according ND: / Ananu3s nposeaen no HJL: JHI-Ne(004669)-(PI'-RU)-190224

Page4of9/Cip. 4 u39

OaHOpOAHOCTE MACCHI

I;.? Test / ITokasareqb Results / Pe3yasTaTbl Specification / Hopma
3 Average weight / Cpeansst 69.0 mg / 69.0 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
macca R : Ot 67,2 Mr o 72,8 M1 (70,0 mr £ 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than * 10 %;

2/20 tablets - not more than + 20 %. /
18/20 Tabnerok -~ He 6Oomee = 10 %;
2/20 Tabnerok — He Gostee + 20 %.

4 Disintegration time /
PacnagaeMocTb

00 min 15 sec / 00 muH 15 cek

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

Unit-1/Tabn-1 -~
Unit-2 / Ta6n-2
Unit-3 / Ta6n-3
Unit-4 / Tabn-4
Unit-5 / Tabn-5
Unit-6 / Tabn-6

5 Dissolution / PacTeopenne

99 % Not less than  75% (Q) of

98 % C1sH3NO3C4H | INOs (ketorolac
¢ tromethamine) in 15 min. / He menee

98 % 75 % Q) C1sHiNOy*C4H ) NO3

98 % (keTOpoJNiaKa TPOMETaMHH) uepes 15 MHH.
0

102 %
102 %

Remarks : The Product conforms to ND/
Tpumeuanue: [IpoaykT coorseTcTnyet Tpebosannam HJI

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

Prepared by / Chetked by / Appruved Ly, Matager/Eaecative /
IToarorosnedo: Santosh Kumar IMposepeno: Pardeep Kumar | Ono6peno: Menemkep / Pykosoantes
Maurya ' i~ \[ e, Amit Kumar N~ g :
Reprint Date / Reprint Date / Reprint Date / i

Iata: 30.03.2025 Jata: 30.03.2025 Jlara: 30.03.2025

. Registerad Office: 8-2-337, Rezd No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India

Tel: 481 40 4900 2900, Fax: +91 40 4900 2399, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Yill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

P I o T Lol N A A L A e b
Tel  +51 98100 50llL-ul

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product ;: Ketorol Express (ketorolac) Orally Disiniegrating Tablets 10 mg

Tlpoaykr: Keropon® Jxenpecc (ketoponak) Tabierkn, ARCAEPrupyenbie B MONOCTI T4, 10 Mr

Market / Puifiok :Russia / Poccus

Batch No / s Batch Quantity / _ 3600000 tab /

Cepnsi Ne A O6Bem cepin " 3600000 Tab

Analytical cho:'t No / . 040002874881 Date of Analysis / . 30.03.2025

Awnannrivecknii oTaer Ne JlaTa aHAJIM32

Date of Manufacture / . 03/2025 Dlate of Expiry/ - 02/2027

JiaTa npon3BoIcTBA TIN'open Do

Mfg. License No. / , 1

IlpousBoacTBEHHAN : MNB/05/263 MA number: / - JIII-Ne(004669)-(PT-
Homep PY RU)

annensna Ne

Analysis performed according ND: / Ananns nposenen no HJL: JITT-Ne( 004669)-(PT-RU)-190224

PageSof9/Crip. Sus 9

JucnepeHocTb

NN:) Test / IlokasaTenk Results / PesynabTathl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a

710 um sieve is formed. / OGpasyercs
ONHOpOAHAA CYCMeH3MA, NPOXONsLIast
CKBO3b CHTO C pa3MepPOM OTBEPCTHI
710 MKM. )

7 | Impurities / TIpuMech

1-hydroxy analog of
ketorolac; /
1-rugpoKkcyaHaIor

Below LOQ (LOQ = 0.0032 %)

/ Huxe npenena

KOJIHYECTBEHHOTO ONpeaeJICHHA

not more than 0.5 %; / He Gonee 0.5 %;

CopepkanHe BOAbI

KeToponaka (ITKO = 0.0032 %)
1-keto analog of ketorolac / 0.03% not more than 0.8 %; / He Gonee 0,8 %;
1-keToaHaNoOT KeTopOJaka
unidentified impurity / 0.04% not more than 0.5 %; / ne 6onee 0,5 %o,
efHAMYHast i e
HeH1eHTHG HLIMPOBAHHAS
TIpUMeECh
total impurities / 0.1% ot more than 1,0 %. / He Gunee 1,0 %.
cymMma npumeceit -

8 Water content / 2.6% Not more than 7.0 %. /

He 6omee 7,0 %.

Remarks : The Product conforms to ND/

INpumeuanne: [Iponykr coorseTcTByeT Tpebopanusm HJI

Conclusion : APPROVED /
Jarmouenue: OJJOBPEHO

Prepared by /
IoaroToeneno: Santosh Kumar
Maurya

L
-

Checked by /
ITposepero: Pardeep Kumar
4 Amit Kumar

S

Approved by: Manager/Executive /
Ono6peno: Menemxep / ,Pyx?ls;qnmenb

.,
[

Reprint Date /
Hata: 30.03.2025

Reprint Date /
Hara: 30.03.2025

Reprint Date / v
Hata: 30.03.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 360034, Telanganz, india
Tol: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
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

o o E AL
Tei s +G1 958166 50001-02

CEPTHOHUKAT AHAJW3A . drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tponyxr: Keropea® Ixenpece (keTopoaak) Tabiersi, AHCHCPIHPYEMbIE B OJOCTH PTA, 10 Mr

Market / PuisoK :Russia / Poccust
Batch No / , Batch Quantity / ~ 3600000 tab /
Cepua Ne o O6Bem cephnt " 3600000 Tab
Analytieal Repo:'t No/ . 040002874881 Date of Analysis / . 30.03.2025

| AHATATHIECKHH 0THeT Ne Hara ananusa
Date of Manufactare / . 03/2025 Date of Expiry / . 02/2027
Jata npon3BoacTBa Topnen o
Mifgglilcense No: / MA number: / JITL-No(004669)-(PT-
ITponspoacTBeHnas : MNB/05/263 ' ’ 3 g ‘

Homep PY RU)

aHnenzns Ne

Analysis performed according ND: / Awasnus nposenen mo HIT: JITI-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 w3 9

I;oo Test / [TokazaTens 1 Results / PesyabTaTbl Specification / Hopma
9 Residual solvents / QcraToyHbie OpraHHyecKie pacTBOPHTEIH

Isopropyl alcohol /
Hsonponanon

Not more than 350 pg/tab. /

06 pg/tab /
He Gonee 350 Mkr B TabneTke.

06 Mkr B Tabnerke

10 | Microbiological purity*/ Mukpo6io/iornueckas Yncrora*

Total Aerobic Microbial
Count / ob1ee 1HCIIO

not more than 10° CFU/g; /
e Gomee 10° KOE/T;

OAHOpPOAHOCTH
J03HPOBAHHBLIX eAHHHL

NA

a3poOHBIX MUKPO-

OpraHu{3MoB

Total Combined Yeast and not more than 102 CFU/g; /

mold count / 061nee yucno NA He 6onee 102 KOE/T;

IPOXKEBBIX 1 TIECHEBBIX

rpu6os

' i Escherichia Coli NA shell be absent in 1 gram. 1
) orcyrcreue B 1 1.
11 Linftoymiry of dosage units / 53 Aooaoptanoe value (4 V) not mare than

15.0 Tokasarenb npuemaeMocti (AV)
noxeH 6p1Th He Gonee 15,0,

Remarks : The Product conforms to ND/

[Ipnmeuatnre: TIpoaykT cooTserctyet TpeGosanmam HIY

Conclusion : APPROVED /
3axmovenne: OJOBPEHO

Prepared by /
[Moaroresnero: Santosh Kumar

Maurya {:{’

&7 )

Chccked by /
[Mpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyt{om\},/umenh

|\- 5

{ Amit Kumar
SN

Reprint Date /
Hara: 30.03.2025

Reprint Date /
JHara: 30.03.2025

Reprint Date /
JHara: 30.03.2025

Registerad Office: 8-2-337, Rozd No. 3, Ranjara Hills, Hyderabad - 500034, Telangana, India

Tel: +81 40 4300 2900, Fax: +91 4G 4900 2958, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04S07
www.drreddys.com




Do
Dr.Reddy’s Q;‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
jstt. S , H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS °- +:f’41'°fT165 e
CEPTHO®HEKAT AHAJTH3A www.drreddys.com

Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon® Bkenpece (keroposak) Taberky, AHCHEprHpyeMLIe B ONOCTI PTa, 10 mr =l

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /

| Cepun Ne pCETEE Ob6seM cepin " 3600000 Tab
Analytical Repoﬂrt No/ . 040002874881 Date of Analysis / . 30.03.2025
ABramurnaeckHii oryer Ne - JlaTa aHanuia
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
Jdara npou3soacTea Tonen no
Mfg. License No. / A ]
, ] MA pumber: / _ JIII-Ne(004669)-(PT'-
IMpon3soacTBeHHAR : MNB/05/263 Homep PY * RU)

JaHneusna Ne

Analysis performed according ND: / Ananns nposenen mo HJL: JITI-Ne(004669)-(PT-RU)-190224 B

Page 70of9/Cip. Tma 9

1;.:) ‘Test / [Toxazatens Results / PeaynpTarht Specification / Hopma
12 | Assay/KoanuecTBenmnoe 10.0 mg +10.0 mr From 90mg to 11.0mg  of
onpesaesneHne (100.4 %) CisH13sNO3*C4H(]NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / OT 9,0 Mr g0
1 1,0 MT ClanNOJ‘C4H1 1NO3
(keroponaka TpomeramuH) (or 90,0 mo
110,0 % oT 3afABICHHOrO KONMYECTBA) B

6yTHJ'I rHAPOKCHAHH30MA

TabneTke.
13 | Butylhydroxyanisole 0.0948 mg/tab / Not less than 0.042 mg/tab. /
content / Copepwanne 0.0948 mr B TabaeTke He menee 0,042 Mr B Tabnerke.

14 | Package description /
Onucanue ynakoBKn

10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE wilh
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / Ilo 10 Tabnetok B
information leaflet in a carton | 6nucTepe M3 (HA/ATI/TID c
pack. / o 10 Tabnerox B | smaronorsoTurenem/II9BII) donbru /
GnucTepe w3 (TTA/AJUTID ¢ | (IT/AN) donwrn, [Io 1 unw 2 GnucTepa
pnaronornoturenem/I13BIT) BMECTE C JIMCTKOM-BKJIANBIIIEM B NauKy
donoru // (TI3/AJ]) doneru. Ilo | KapTOHHYIO.

2 6nrctepa BMECTe C JIHCTKOM-
BKJIAABIINEM B nayky
KapTOHHYTO.

* 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.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumenanne: [Ipoaykr cootneTcTByeT TpeboBannam HJI Zaxsmouenne: OJOBPEHO

Prepuied Ly / Checked by / Approved by: Manager/Exccutive /
IMoarorosneHo: Santosh Kumar IIposepeno: Pardeep Kumar | Opo6pewo: Menemxep / PykoBoauTenb
Maurya s ? Amit Kumar A L
Reprint Date / Reprint Date / : Reprint Date / 1

Jata: 30.03.2025 MHara: 30.03.2025 Hara: 30.03.2025

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1284PLC004507
www.drreddys.com




Dr.Reddy’s “:‘

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

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

CERTIFICATE OF ANALYSIS . .o1 95165 56001-02
CEPTHDHKAT AHAJIM3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Jkenpece (keroposax) Tabnerks, AHCHCPIHPYENBIE B 11010CTH P4, 10 wmr =i 8y
Market / Poitiok :Russia / Poccus
Batch No / , Batch Quantity / 3600000 tab /
Cepiist Ne 3V2500528 O6nem cepuH " 3600000 Tab |
Analytical Repuft No / . 040002874881 Date of Analysis / . 30.03.2025
ARanaTHgeckKui oTyer No Jara anaausa |
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
Hara npousBoacTBa Tonen o -
Mfg. License No. / i
IponssoacTBeHHaRA : MNB/05/263 MA number: / ; .‘HH-NQ(OO4669)-(PF"
Homep PY RU)
aunensus Ne
Analysis performed according ND: / Ananu3 npopeies no HI: Jﬂ]ﬁ(ﬁﬁ@)-{Pr-Rm-wolZd

* [Ipy BRINYCKe N€KAPCTBEHHOIO Npenapara K
yYKCTOTA» NMPOBOAMTESA AN KakIok 20-0ii cepn
HACTYNHT paHblle.

Page 8 of 9/ CTp.8 M3 9

OHTPOJIb KAYECTEA N0 MoKazaTe10 «MHKpoGHONorHYEeCKast
M, KK 0019 O{HOIL CEPUH B T0[l, B 3aBNCHMOCTH OT TOrO, HTO

API name / Harmenopanue APC:

Ketorolac tromethamine / Ketoponiaka TpOMeTaMMH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun nponzsoautens APC:

ABRHO008105, ABRH008106

FP Manufacturer API Batch number /
HoMmep cepun cyGCTAHIIMA POKIBOTHTENS
TJ®:

FERA00559, FERA00613

API Manufactured by & country /
Hposussogurens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pexnw'c JlaGoparopuc JIta., Huaus

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

HaumenoBanue, afpec, JHUCHIHS A5
IpousBoAcTBeHHAS NIOWANKA / IInomazka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No

MNB/05/263) /
JT-p Peyun'c JTaGoparopuc Jhva,, Fuams, [puussuacisennoe

nonpasaenenue-6, B, Kxons, Hanarapx Poyx, baum, JucTpuKT

Conan, X.I1., 173205, Muasn (muenzus somep 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 (No. GMP/EAEU/RU/00554-2022 dt.

Conclusion : APPROVED /

Remarks : The Product conforms to ND/
Saxmiozenne: ONOBPEHO

Tpumeyanne: IIpoaykT cooTBercTByeT TpeGosanmam HJI

Prepued by / Checked by / ] Approved by: Manager/Iixccutive /
[Moarorosneso: Santosh Kumar Tposepero: Pardeep Kumar | Opo6pero: Meremkep / PyxoBOAHTRNb
Maurya s : _JM“ Amit Kumar A ’L’
Reprint Date / Reprint Date / Reprint Date / v

Hara: 30.03.2025 Hara: 30.03.2025 Hara: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, (ndia
Tel: +91 40 4900 2900, Fax: +91 40 439C0 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. Solan, H.P., 173 205, INDIA

CEPTHOHKAT AHAJITIZA

Tel : +S1 68166 5_6001-02
www.drreddys.com

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

Mpoaykr: Keropoa® xenpece (keroposiak) TabieTk, A0CHeprapyensle B NOIOCTH pra, 10 mr

Market / Poitiok :Russia / Poccua

Batch No / y Batch Quantity / . 3600000 tab /

Cepun Ne 22500528 O6nem cepun ‘3600000 Tab R
Analytical Report No / . 040002874881 Date of Analysis / . 30.03.2025
AHannTudecknji oTuer Ne ) Jlata aHAJIH32 "l N
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JaTa npon3BoAcTBA Tonen go

Mfg. License No. / :
IpousBogcTeenHas : MNB/05/263 MA number: / ¢ JINI-N2(004669)-(PT-

Homep PY RU)
JHLeH3Hsa Ne
Analysis performed according ND: / Anams nposegen no HJI: JII-Ne(004669)-(PI'-RU)-190224
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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».

3akmouenne 0 cooTBercTBMH: «HACTOAIIMM 4 TOMIBEPX/AAI0, YTO NPHBEACHHAs BBIIIE HHOPMAIUs SBIIIETCS
JOCTOBEPHOM H TOYHOH. DTa cepus MPOXYKIMH MpOM3BeNeHa (BKIIOYAs YNAKOBKy (MapKHPOBKY) ¥ KOHTPOJB
Ka4ecTBa) HA BHINEYKA3aHHOM I[IPOM3BOACTBEHHOM muomanke (IIOMaZIKax) B IIONHOM COOTBETCTBHM C
Tpebopanusimy IlpaBHi Hanexamel MpOH3BOACTBEHHOHN IPakTHKU EBpasuHiickoro SKOHOMHHECKOTO COO32 (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsa6ps 2022) 1 TpeboBaHAAMH KOHTPOJIA Ka4eCTBa JIeKapCTBEHHBIX CPEICTB,
a TaKXe B COOTBETCTBHH CO CIENU(PHKAIMAMY, CONESPHAMMAMHUCS B PETUCTPAMOHHOM JIOCEE CTPAHBI-UMIIOPTEPA.
3aIKCH 110 IPOH3BOLICTRY, YIIAKOBKE H aHATH3Y TIPOBEPEHEL, H YCTAHOBNEHO HX COOTBETCTBHE TpeGoBaHmaM 1Ipasun
Ha[JIeXalIed NPON3BOACTBEHHOM MpakTHKH EBpasuicKoro 3k0HOMHYIECKOTO COK03a».

Conclusion : APPROVED /
3axawuenne: OJOEPEHO

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykT cooTBeTcTBYeT TpeboBaHusam HJT

Prepared by / Checked by / Approved by: Manager/Executive /
Monrororneno: Santosh Kumar IIpoeepeno: Pardeep Kumar | Ono6perno: Mesemxep / Pykosoautens
Maurya @) \‘\I’ Amit Kumar L

(P L e ' v/
Reprint Date / Reprint Date / Reprint Date / V
Hara: 30.03.2025 Hara; 30.03.2025 MHara: 30.03.2025

Registered Cfflce: 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: L85195AP1984PLC004507
www.drreddys.com



