Dr.Reddy’s €3¢

i Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Diztt. Solan, H.P, 1732 205, INDIA
Tol 491 98166 56001-02

o - N

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Jxcnpece (keTopoaak) TabieTKH, AHCHEPTHPYeMbie B HOJOCTH PTa, 10 mr

Market / Poinox

:Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepusn Ne R Q0bem cepiin " 3600000 Tab

Analytical Repourt No/ . 040002771489 Date of Analysis / . 26.12.2024

AnanuTHyeckuii oTuyet No JlaTa ananusza

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

JaTa npoH3BOACTBA T'onen g0

Mfg. License No. / ) .

Ilpon3soncTBeHHas : MNB/05/263 S13 DumMOCrY : L Ul 1
Homep PY RU)

JHNeH3Hs Ne

Analysis performed according ND:

/ Ananus nposexen no HJL: JITT-Ne(004669)-(PT-RU)-190224

Pagelof 9/ Crp. 1 m39

No ; ]

N Test / IlokasaTenb Results / Pe3syabTaThbl Specification / Hopma

1 Description / Onucanune Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with """ debossed on one side. / Kpyrubie
side. / Kpyrnble riockue wiockue Tabnerku ¢ ¢ackoi, CBETIO-
TabneTky ¢ packoii, CBETIIO- KEJNTOro0 1BeTa ¢ rpaBUpoBKOd «l» Ha
JEJITOro LBETa C IPaBHPOBKOI OJHO¥ CTOPOHE.
«l» Ha onHON CTOpOHE.

2 Identification / UaenTnduxauust a

Ketorolac / Kemoponax

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cueKkTpsl NOIOLIEHNAS
HCTILITYEMOTO  pacTBopa M pacTBoOpa
cTaHjapTHOro  obpaslia  KeToposaka
TpOMeTaMUHa JOJDKHBI UMETH
MAKCUMYMBI TIPY OJHOM H TOH e IUIMHE
BOJIHBI (+ 2 HM).

Complies / CooTBETCTBYET

Remarks : The Product conforms to

ITpumeuanue: [IpoaykT cootBeTcTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

ND/

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Pravesh Rani/ IMposepeHo: Santosh Kumar | Ono6peno: Menemxep / Pykosoaurerns
Maurya é‘ Amit Kumar - -
_;.f r— f \‘—;:' e
Reprint Date / Reprint Date / Reprint Date / ¥
Hara: 26.12.2024 Hara: 26.12.2024 IaTa: 26.12.2024

Registered Oifice: 8-2-337, Road Ne. 2, Banjara Hills, Hyderabad - 500024, Telangana, India

Tel:

+G1 40 4960 2900, Fax: +92 404900 2909, Email: sl drreddys.com
CIN: LS5 1I85AR984PLCON 50T

wwvedrred GYZ.Com




. Reddy's Laboratories Ltd.
D R , ‘...- Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
r. eddy S e Bistt Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tal - 4971 98166 56001-02
CEPTHO®UKAT AHAJIN3A wrreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxenpece (keropoaak) Tabierki, Ancneprupyembie B H0J0CTH pra, 10 Mr

Market / Poinox :Russia / Poccust

Batch No / . Batch Quantity / 3600000 tab/

Cepus Ne R O6beM cepun " 3600000 Tab

Analytical Repovrt No/ . 040002771489 Date of Analysis / . 26.12.2004

AHajuTHYecKuil oTueT Ne JlaTa aHaIH3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

JlaTa npoM3BOACTBA I'open go

Mfg. License No. / ] .

IIpousBoacTBeHHAsS : MNB/05/263 RIS numbey : UL L2 S L
Homep PY RU)

aunensus Ne

Analysis performed according ND: / Auaauns npoeenen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page2 of 9/ Crp. 2 m3 9

No

N Test / [loka3zaTenb Results / PesyabTaThbl 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 ynepXuBaHuA
OCHOBHOTO TIHKa Ha XpoMaTorpamme
HCOBITYEMOTO pacTBOpa JOOJDKHO
COOTBETCTBOBATh BPEMEHH YAEpXKUBaHUs
OCHOBHOTO [HMKa Ha XpomaTorpamme
pactBopa CTaHIapPTHOTO obpasnua
KeTopojiaka  TpoMeTaMHHa  (pazjen
«KOIMYeCTBEHHOE OTPENETICRIE).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
I[Tprmeuanue: IIpoaykr cootBeTcTByeT TpeboBanusm H/T 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Pravesh Rana IIposepeno: Santosh Kumar | Ono6peno: Menemxep / Pykosonurens

Maurya (}ﬁs Amit Kumar /\ e
N "

"

Reprint Date / Reprint Date / Reprint Date / i
Jara: 26.12.2024 JHata: 26.12.2024 Jara: 26.12.2024

Registered Oifice: 8-2-337. Road Ne. 3, Banjara Hills, Hyderabad - 506034, Telangana, India
lel: +YL 40 4960 29U, Fax: 971010 4900 L9V, emall mairatdirecdys.com
CIN: L85195AP1984PLCONAE0T
WAWWLUTTedUYs.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-5

Vill. Khol, Naiagarh Road, Baddi,

i

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

Tl +91 98156 56001-02

CEPTHOHUKAT AHAJTM3A

vounLdirreddys.com
i

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

Ipoaykr: Keropon® Ixenmpece (keToposnak) TabjeTkH, AHCAEpPrEpyemMble B MOJIOCTH PTa, 10 mr

Market / Poinok

:Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne Rl O06beM cepul " 3600000 Tab

Analytical Repo:‘t No/ . 040002771489 Date of Analysis / . 26.12.2024

AxaauTi YecKHi oTyeT No Jlara ananansa

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

Jara npoH3BocTBEA T'ogen oo

Mifg. License No./ ] .

IpoussoacTBeHHAS : MNB/05/263 M0 mumberg/ : JII-N2(004669)~(P1-
Homep PY RU)

JHIeH3HsE Ne

Analysis performed according ND:

/ Auanns nposenen no HJI: JII-Ne(004669)-(PT-RU)-190224

Page30of9/Crp.3 m39

No

Test / [Toka3aTenanb
Ne |

Results / PesyabTaThl

Specification / Hopma

| Butylhydroxyanisol; /
bymunzudpoxcuanuzon

Complies / CooTBEeTCTBYET

The retention times of
butylhydroxyanisole and
butylhydroxyanisole peaks on

and
peaks

butylhydroxyanisole

butylhydroxyanisole on

«Copnepxanuve
OYTHITHAPOKCUAHU30MA»).

2-
3-
the

chromatogram of the test solution should
correspond by the retention times to 2-

3=
the

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content” section). Ul BpemeHa
yIep>KUBAHUS MTHKOB
2-6yTWITHAPOKCHAHU30/1a u
3-6yTUNArUAPOKCHAHU30/1a Ha

XpoMaTorpaMMe HCIBITYEMOI'0 pacTBOpa

JOJDKHBI  COOTBETCTBOBATb  BPEMEHAM
yIepXKHBaHHUA ITHKOB
2-0yTWITHAPOKCHAHK301a U
3-0yTUITHAPOKCUAHU301a Ha

XpoMaTorpaMMme pacTBopa CTAHJAPTHOTO
ob6pazua OyTHArHApOKCHaHu30Na (pa3aen

Remarks : The Product conforms to

IIpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBaHUsIM H/J

ND/

Conclusion : APPROVED /
Saxmouenue: OJJOBPEHO

Jara: 26.12.2024

Jlarta: 26.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosseno: Pravesh Rana IIposepeno: Santosh Kumar | OnobpeHo: Menemkep / PykoBoautenb
c/j Maurya Amit Kumar A oY
= Al il
Reprint Date / Reprint Date / Reprint Date /

Jara: 26.12.2024

Registered Office: 8-2-337, Road Ne. 2, Banjara Hills, Hyaerabad - 50003
Tel: +51 4G 4960 2900, Fuy: +51 40 4900 2399, Ermail: maii@

i, Talangana, India
rarreddys.com

CIN: L85195AP1G8GPLCGNE Y

wwwdrredays,com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Tv. Reddy's Laboratories itd
Formulation Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Dizit. Solan, H.P, 173 205, IND|A
Teol 491 98156 56001-02

CEPTU®HKAT AHAJIM3A

e Arveaddue cam
: arredays.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® dkcenpece (keToposak) TabaeTku, JHCHEpPrApyeMble B OJIOCTH pra, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / ‘ Batch Quantity / 3600000 tab /
Cepna Ne i V2402725 O6Bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002771489 Date of Analysis / . 26.12.2024
AnaguTndeckuit oryert Ne JlaTa aHau3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jarta npousBoacTBa TI'ogen oo
Mfg. License No. /

) MA number: / _ JIII-Ne(004669)-(PT -
IIpousBomcTBeHHast : MNB/05/263 Howmep PY ' RU)

JHueH3us Ne

Analysis performed according ND: / Ananus nposenen no HJI: JITI-Ne(004669)-(PIT-RU)-190224

Page4 of 9/ Crp. 4 n39

OOHOPOOHOCTL MacChl

1;.00 B Test / [Toka3zarennb Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpeansis 71.3mg/71.3 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . Ot 67,2 mr g0 72,8 mr (70,0 Mmr + 4,0 %).
Complies / CoOoTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;

2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He Oojee = 10 %;
2/20 Tabnetok — He 6onee £ 20 %.

Unit-2 / Tabn-2
Unit-3 / Tabn-3
Unit-4 / Tabn-4
Unit-5 / Tabn-5
Unit-6 / Tabn-6

4 Disintegration time / 00 min 29 sec / 00 muH 29 cex Not more than 3 min. / He 6onee 3 MuH.
PacnajgaemMocTb
5 Dissolution / PacTBopenne Unit-1/ Taba-1 100 % Not less than 75% (Q) of

97 9% Ci5H13NO3C4H11NO3 (ketorolac
0 tromethamine) in 15 min. / He wmeHee

100 % 75 % (Q) C15H13N03'C4H11NO3

96 % (keToposiaka TPOMETaMHH) 4epe3 15 MuH.
0

97 %
98 %

Remarks : The Product conforms to ND/
ITpumeyanue: IIpoaykt coorsetcTRyeT TpeboBaHusM HJL

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Prepared by / Checked by /
[MoarorosneHo: Pravesh Rana /
Maurya

ITpoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoauresnb
Amit Kumar w -

Reprint Date /
Jara: 26.12.2024

Reprint Date /
Hara: 26.12.2024

s."
¥

Reprint Date /
Jara: 26.12.2024

Registered Oifice: 8-2-337, Road No. 2, Banjara Hills, Ryderabad - 500034, Telancana, India
Tel: +G1 4G 4950 2900, Fax: +61 40 3900 299¢, Ernait: maind drreday

CIN: L35195AP1984PLCRNA50T

vwwdireddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Di. Reddy's Laboratories |td.
formulation Unit-6

Vill. Knol, Nalagarh Read, Baddi,
Dizit. Solan, H.P, 173 205, INDIA
Tol:+91 98156 56001-02

CEPTUP®PUKAT AHAJIM3A

sivas Arvasddve o
JATTEGEYE.COM

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dxenpece (keropo.aak) Tabnerkn, JucnepruopyemMsie B 0JIOCTH pTa, 10 Mr

Market / Poinox

:Russia / Poccus

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepus Ne VR O6bem cepuu " 3600000 Tab

Analytical Repourt No/ - 040002771489 Date of Analysis / . 26.12.2024

AHanuTH Yecknii oTuer No Jara anannsa

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

JlaTa npoH3BOACTBA T'ogen o

Mifg. License No. / ) .

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

JUaneH3uss Ne

Analysis performed according ND: / Ananns nposexen no HI: JII-Ne(004669)-(PT-RU)-190224

Page50f 9/ Crp. S m3 9

1;.3 Test / [loka3aTesnnb Results / PesysabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTRYET A uniform suspension passing through a
JMcnepcHOCTh 710 pm sieve is formed. / Obpa3yercs
OIHOPOJHAs CYCNEH3Us, MNpOXOAAlias
CKBO3b CUTO C pasMepoM OTBepcTUl
710 MKM.
7 Impurities / Ilpumecu
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / ne 6oaee 0,5 %;
ketorolac: / Huke npenena KoNu4eCTBEHHOTO
1-rHAPOKCHAHATOT onpenencuus (ITKO = 0.0032 %)
KeTopoJlaka
1-keto analog of ketorolac / 0.05% not more than 0.8 %; / e 6onee 0,8 %;
1-KeToaHanoT KETOpOIaKa
unidentified impurity / not more than 0.5 %; / ve 6onee 0,5 %;
eIMHHYHAS ,
HeuIeHTHOUIMPOBAHHAA 0.02%
MPUMECH
total impurities / 0.1% not more than 1.0 %. / ne 6onee 1,0 %.
cyMMa npumecei
8 Water content / 2.0 % Not more than 7.0 %. /
CopaepxxaHue BOABI He 6onee 7,0 %.

Remarks : The Product conforms to ND/
TTpumeuanue: [IponykT cooTBeTCTBYET TpeboBanksam HJ

Conclusion : APPROVED /
Sakawuenne: OJJOBPEHO

Prepared by / 1 Checked by / Approved by: Manager/Executive /
Moarorosneno: Pravesh Rana | [Tposepeno: Santosh Kumar | Onobpeno: Menemkep / Pykosoaurens
"/-, Maurya % Amit Kumar A _;f"__'_ -
Reprint Date / Reprint Date / Reprint Date/
Jara: 26.12.2024 Hara: 26.12.2024 Jlarta: 26.12.2024
Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyaarabad - 505021, Tolangana, India
fel: #2971 40U 49060 2900, Fas: +91 4U a4UU 2V Lol mandireddys.com

CIN: L85125AP103

WAL ATTeGUYS, coim

PLCOURST




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tal 491 98156 56001-02

CEPTUPUKAT AHAJIM3A

i
wwwdrreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Ikenpece (keroponak) rab/ierkn, incneprapyemple B NOJOCTH PTa, 10 mr

Market / Poinox :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne } V2402728 O06bem cepHH " 3600000 Tab

Analytical Repourt No/ . 040002771489 Date of Analysis / - 26.12.2024

Ananurndeckuii oruer Ne JlaTa aHanu3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026

Jata npoM3BoacTBA TI'onen 1o

Mfg. License No. / ) .

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

JHueH3ust Ne

Analysis performed according ND: / Awasns nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ Crp. 6 m3 9

1;.‘)0 Test / [TokazaTenn Results / PesyabTaThl Specification / Hopma
9 Residual solvents / OcTaTo4HbIec OpraHM4ecKue pacTBOPHTEM
Isopropyl alcohol / 16 pg/tab / Not more than 350 pg/tab. /
HzonponaHon 16 mMxr B Tabnerke He 6oniee 350 mxr B Tabnetke.
10 | Microbiological purity*/ Mukpo6uosorndeckas yuerora*
Total Aerobic Microbial not more than 10° CFU/g; /
Count / obiuee gyucio NA He 6onee 10° KOE/T;
a’pOOHBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / ob1iee yucno NA He 6oaee 10 KOE/;
JPOXKIKEBBIX H IUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T.
11 Uniformity of dosage units / 7.2 Acceptance value (4V) not more than
OaHOpPOAHOCTD 15.0 Ilokazatens npuemiemocTH (AV)
J03UPOBAHHBIX eAHHHUL JnoJokeH ObITh He Gonee 15,0.

Remarks ;: The Product conforms to ND/

ITpumeyanue: IIpoaykr cootseTcTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Pravesh Rana IIpoeepeHo: Santnsl@umar Onobpeno: Menemxkep / PykoBoautensb
Maurya Amit Kumar g R
(S Jlrrlr‘\’:_./ e
Reprint Date / Reprint Date / Reprint Date /
Hara: 26.12.2024 Jara: 26.12.2024 Jara: 26.12.2024

Registered Office: 8-7-337, Road No. 2, Banjara Hills, Hvaerabad - 500024, Telangana, India
Tel: +91 46 49G0 2909, Fax: +91 10 490G 7908, Email: meii@drraddys.com

CIN: L85 E85AP1934PLCC

www.drreddys.com

1507




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Or. Reddy's Laboratories Ltd.
Foirnulation Unit-6

Vill Khol, Nalagarh Road, Baddi,
Distt Solan, H.P, 173 205, INIDIA
Tel:+91 98156 56001-02

CEPTUDPHUKAT AHAJIM3A

vuadrraddye com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropoa® Dxenpece (keTopoaak) TabjieTKn, AHCNeprapyeMble B MOJIOCTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepus Ne V2402728 OoneM cepuu " 3600000 Tab

Analytical Repourt No/ . 040002771489 Date of Analysis / . 26.12.2024

AHanuTH4ecKHi oTyeT Ne JlaTa aHAJIH3A

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

JaTa npoH3BoACTBA T'onen no

Mfg. License No. / . .

I poussoacTBeHHAs - MNB/05/263 MA number: / : JILI-Ne(004669)-(PT-
Homep PY RU)

JanpeHsHa Ne

Analysis performed according ND: / Anasnns nposeaen no HJI: JII-Ne(004669)-(PT-RU)-190224

Page7 of 9/ Crp. 7 w39

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox B
onucrepe uz  (ITA/AJVIID ¢
Biaronoriaotutesem/[15BIT)
donsru // (I13/AJT) doasru. Ilo
2 6nucTepa BMECTe € JIMCTKOM-
BKJIaJ(b11IEM B nayky
KapTOHHYIO.

1;.00 Test / IlokasaTens Results / Pe3yabTaThl Specification / Hopma
12 Assay / KonnuecTBeHHOE 10.0 mg/ 10.0 Mr From 9.0mg to 11.0 mg of
onpejeseHune (99.5 %) CisHi3NO3*C4H 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr no
11,0 mr Ci1sHi3NO3*CsH1NOs
(ketoponaka TpomeTamuH) (ot 90,0 no
110,0 % OT 3asBNECHHOrO KONHYECTBA) B
Tabnerke.
13 | Butylhydroxyanisole 0.0927 mg/tab / Not Iess than 0.042 mg/tab. /
content / Conepxanue 0.0927 mr B TabneTke He menee 0,042 mr B TabneTke.
Oy TMJIrHIPOKCUAHU30JIa
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnncaHue YIaKOBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / Ilo 10 TabneTox B
6amcrepe n3 (ITA/AJI/TID c
snaronornoruresneM/[IOBI1) donbru //
(T13/AJT) doneru. o 1 win 2 bnucrepa
BMECTE C JINCTKOM-BKIAIBIIIEM B IMAyKy
KapTOHHYIO.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITpoaykt coorBeTcTByeT TpeboBaHmsM HJL 3axnouyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Pravesh Rana IMposepero: Santosh Kumar | Ono6peno: Menemxkep / Pykosoaurens
Maurya Amit Kumar A< (o
- "',-' - = ——
Reprint Date / Reprint Date / Reprint Date/ '
Hara: 26.12.2024 JlaTta: 26.12.2024 Jlata: 26.12.2024
Registered Oifice: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India

Tel: +61 4G 4960 2900, Fay: +61 40 2900 2996, Email: maiiddrreddys.com
;

CIN: L85135,




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

@
Dr. Reddy’s ‘... Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
CEPTUOUKAT AHAJIN3A e drreddys.com

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

Ipoaykr: Keropoa® Dxenpece (keToposaak) TafiieTku, Aucnepripyembie B HOJI0CTH pra, 10 mr o
Market / Poivox :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne | NVeetaes O0beM cepun " 3600000 tab
Analytical Repo\}‘t No/ . 040002771489 Date of Analysis / . 26.12.2024
AHaguTnYecknii oTaer Ne JaTa aHayiH3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

JlaTa mpoM3BOACTBA I'ogen no

Mifg. License No. / _ .
ITpoussoacTBeHHAN : MNB/05/263 i g “II-Ne(004669)-(PT -

Homep PY RU)
JnnexHzus Ne
Analysis performed according ND: / Anans nposesen no HJI: JIII-Ne(004669)-(PI'-RU)-1 90224

Page8 of 9/ Ctp. 8 u3 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.
* TIpu BbiNycKe JIEKAPCTBEHHOr0 NpenapaTa KOHTPOJIb KauecTBa No noxasatenio «Mukpobrooruieckas

YUCTOTA» MPOBOAHUTCH AJIsT Kaxnoi 20-oii CEepHuH, WIHN sl OHOI cepuu B rof, B 3aBUCHMOCTH OT TOro0, 4TO
HACTYNHUT paHbLE.

API name / Hanmenopanue ADC: Ketorolac tromethamine / KeTtoponaka TpoMETaMUH
INN/MHH: Ketorolac / Keroponak

API manufacturer batch number / ABRHO007646

Howmep cepuu npoussoautenss ADPC:

FP Manufacturer API Batch number /

Homep cepun cy0cTaHIIMM NPOH3BOIMTENS FERA00478

I'JI@:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpouzBoanrens A®C, crpana: H-p Pennu'c JTaGoparopuc JIta., Uuaus

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) /

HauMenoBaune, ajpec, THINEH3HS 151 J-p Pennw’c Jlaboparopuc Jlta., Muaus, [IpoussoacTeennoe
IIpoussoncrBennas miomagka / Ilnomanka noapasaenenue-6, Bt Kxons, Hanarapx Poyn, bamnu, Jluctpukt
KOHTPOoJA KavecTBa / Ilnomaaka BhILycKa Conan, X.I1., 173205, Unaus (muuensus Homep MNB/05/263)

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanve: IIpoaykT cooTBeTcTBYET Tpebobanusam HJI 3axmwouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Moarorosieno: Pravesh Rana // I[Tposepeno: Santosh Kumar | Onobpeno: Menemxkep / PykoBoaureib

Maurya %- Amit Kumar L

Reprint Date / Reprint Date / Reprint Date / v
Jara: 26.12.2024 JlaTa: 26.12.2024 JHarta: 26.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 50C034, Telangana, India
Tel: +91 40 4960 2900, Fax: 491 40 4900 2999, Ernail: imzii@drreddys.com
CIN: L35195AP1984PLCOOALCTY
www.drrecdys.com




Dr. Reddy's Laboratories (td.
Formulation Unit-6

Dr. Redd ! Q.... Vill. Khol, Natagarh Road, Baddi
o Ys @ /ill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS Tol - 491 98156 56001-02
CEPTUDPHUKAT AHAJIN3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykt: Keropon® Dxenpece (keTopo.aak) TabaeTKu, JucieprupyemMble B I0J0CTH pra, 10 Mr
Market / Poinok :Russia / Poccust
Batch No / ‘ Batch Quantity / 3600000 tab /
Cepusi Ne 2k O6bem cepun " 3600000 Tab
Analytical Repourt No/ . 040002771489 Date of Analysis / . 26.12.2024
AunaxuTiYeckuii oTueT Ne Jara ananuza
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
Jara npoM3poacTBa I'open no
Mifg. License No. / ) .
HpounspoacreenHas - MNB/05/263 MA number: / : JII-Ne(004669)-(P1 -
Homep PY RU)
Jaunensust Ne
 Analysis performed according ND: / Anaaus nposexen no H/I: JITI-Ne(004669)-(PT'-RU)-190224

Page 9 of 9/ Ctp. 9 u3 9
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 COOTBeTcTBHM: «HacTodmym s MOATBEPXKIAi0, YTO IPHUBEACHHAs BhIE HHYOPMAIIHS ABIAECTCS
JOCTOBEpHOl W TOYHOMN. DTa cephs MPOAYKIMH [POU3BeleHa (BKNIOYAs yNakKoBKY (MapKMPOBKY) M KOHTPOJb
KauecTBa) Ha BHIIIEYKA3aHHOW MPOM3BOACTBEHHON INIOIAKE (IIOIAAKaX) B MOJHOM COOTBETCTBHH C
TpeGoBanmaMu [IpaBun Hajuiexaiell IPOM3BOACTBEHHOM NPakTHKM EBpasmiickoro 5KOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) v TpeOGoBaHUSIMH KOHTPOJIS KAYECTBA JICKApPCTBEHHBIX CPE/CTB,
a TakkKe B COOTBETCTBHUH CO CHEIM(UKAIUSAMH, COAECPKAUMHICI B PETMCTPAlHOHHOM JI0Che CTPaHBI-UMIIOpTepa.
3amKCH 10 IPOM3BOJICTBY, YIIAKOBKE M aHATH3Y IPOBEPEHBL, H yCTAHOBJICHO MX COOTBETCTBHE TpebGoBaHusM [Ipasui
HaJUIeXKalel IMPOXU3BOJICTBCHHON NPaKTHKU EBPa3sHiCKOro 5KOHOMHYECKOTO COI03a».

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

[pumeuanue: [TpoaykT cooTBeTcTBYET Tpebosanuam HJI 3axarouenune: OJOBPEHO

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

Tloxnroroesneno: Pravesh Rana // poeepeno: Santosh Kumar | Onobpeno: Menemxep / PykoBoauresns
/j Maurya % Amit Kumar N —

Reprint Date / Reprint Date / Reprint Date / !

Jara: 26.12.2024 Jara: 26.12.2024 Jlarta: 26.12.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyaerabad - 500034, Telangana, India
Tel: +91 46 4900 2900, Fax: +91 40 2900 2998, Email: maii@drreddys.com
CIN: L35195AP1984PLCCNAS07
www diieddys.cam




