Dr.Reddy’s "!‘

CERTIFICATE OF ANALYSIS

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

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

Tei: 191 GC216€E 5600102

CEPTHOHUKAT AHAJTA3A

www.drrediays.com

Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyer: Keropoa” Dxenpece (KeTopoaak) TAOIETR, AHcHeprapyesbie B NOJOCTI PTi, 10 mr

Market / PoiHOK :Russia/ Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusa Ne LS ObbeM cepHR " 3600000 Tab

Analytical Repo‘f't No / . 040002912568 Date of Analysis / . 30.04.2025

AxaauTnueckuii otuer No JlaTa aHaAIH3a

Date of Manufacture / . 04/2025 D‘ate of Expiry / . 03/2027

JlaTa npou3soacTRA Iosen 30

Mfg. License No. /

IIpousBoacTEeHHAA : MNB/05/263 MA pumber: / : JII-Ne(004665)-(PT-
Homep PY RU)

uneHzusa Ne

Anmnalysis performed according ND:

/ Anaans uposesen no HJI: JHI-Ne(004669)-(PI-RU)-190224

Page 1of9/Cip. 1 13 9

No

N Test / NokaszaTens

Results / PesynbTaTh!

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnble nnockue
TabneTkyu ¢ $packoi, CBETIO-
XKEJITOro UBETa ¢ TPaBUPOBKOM
«/» Ha 0NHO} CTOpPOHE.

Light yellow round flat beveled tablets
with "[" debossed on one side. / Kpyrsie
miockue TabneTku ¢ (ackoH, CBETO-
KEeJITOT0 1BETA ¢ [PaBHPOBKOH «I» Ha
ONHO# CTOPOHE.

2 Identification / Uaentidgnraums

Ketorolac / Kemoponuax

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cnekTpbl MNOrNOMIEHUS
HCIILITYEMOTO PAcTBOpa W PacTeopa
crayJapTHOro  obpasua  KeTopojaka
TpoMeTaMHHa DOJDKHBI HMETh
MaKCUMYMBI MpH OZHON H TOH e AIHMHE
BOIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpoaykt cooTBercrayer Tpebosarnam HJIT

Conclusion : APPROVED /
3akmouenne: ONOBPEHO

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

Toxroroeneno: Ramakant Iposepeno: Pardeep Kumar | Opo6peno: Menemkep / Pykosonuress
W_ Ql/ r Amit Kumar /\ ol

Reprint Date / A Reprint Date / Reprint Date/

Jata: 30.04.2025

Jata: 30.04.2025

Jara: 30.04.2025

Registered Office: 8-2-337, Rozd No, 3, Banjara Hills, Hyderabau - 300034, Telatigsny, Indin
Tel: +S1 40 4900 2900, Fax: +91 4C 4200 2559, Email; mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":0'

CERTIFICATE OF ANALYSIS 1.

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

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

+G1 166 $6DUT N2

CEPTHOHKAT AHAJIW3A

www.drreddys.com

_Product : Ketorol Express (ketort;lac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropoi® Bxenpecc (kKeroposak) Tabuerkn, AHCHEpTHPYeMbIE B OJOCTI PTa, 10 mr

Market / PsIROK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab / i
Cepusa Ne 2 V2300733 O6Bem cepui " 3600000 Tab
Analytical Repoﬁrt No / - 040002912568 Date of Analysis / . 30.04.2025
ARagATHYECKHH oTYeT No Hara apann3a -
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

Jata npou3soacrea Ionen a0 - —
Mfg. License No. / N
HponseoxcTaenHas : MNB/05/263 e mger: / A N e DG
aunenzus Ne R )

Analysis performed according ND: / Anaans nposeaen no H/L: JINI-Ne(004669)-(PT-RU)-190224

Page2 of 9/ Cip.2u3 9

No

N Test / IlokazaTens

Results / Pe3ynsTaTh!

Specification / Hopma

Complies / CoOTBETCTBYET

The retention time of (he main peak on the
chromatogram of test solution should
correspond to that on the chromatogram of
ketorolac tromethamine standard solution
(Assay section). / Bpems yAepxuBaHus
OCHOBHOTO NyYKa Ha XpoMaTorpamme
UCTIBITYEMOrO pacTeopa IOJDKHO
COOTBETCTBOBATh BPEMEHH YICPKHBAHUA
OCHOBHOTO JIHKa Ha Xpomarorpamme
pacTBOpa CTaHJapTHOIO obpa3zua
KeToponaka  TpoMeTamuHa  (paspesn
«KonyuecTBeHHOE OTPEAETEHHER).

Remarks : The Product conforms to ND/

pumeyanne: [Tpoaykr coorsercryeT TpeboBannsm HI

Conclusion : APPROVED /
3axmwoacuue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotosneno: Ramakant [Iposepeno: Pardeep Kumar | Oaobpeno: Menems‘ce&/ PykoBoautens
%mdﬁ o) Amit Kumar /\ —
= = T
Reprint Date / i Reprint Date / Reprint Date /'
Hara: 30.04.2025 Hara: 30.04.2025 Jara: 30.04.2025

Registered Office: 8-2-327, Rozd No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Yei: +51 40 4900 2900, Fax: +314C 2900 2956, Email: miail@drreddys.com
CIN: L8S195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":'

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

will, Khol, Nalagarh Road, Baddi,
Distt. Soldn H.P., J./3 ”b iNDiA

CERTIFICATE OF ANALYSIS ves Gl 0D

CEPTHOHKAT AHAJTH3A

e $91 G150 sl

www.drreddyn.n_om

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

[Mpoayxr: Kero poa® Jxrenpece (KETOPOIAK) TAGNCTKH, AMCIEPTHPYEMbIe B 10J0OCTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / i Batch Quantity / ~ 3600000 tab /

Cepua Ne RS O6bem cepuH " 3600000 Tab
Analytical Repo:'t No/ . 040002912568 Date of Analysis / . 30:04.2025
Anagutudeckni oTuer Ne Jlara anajusa -

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

Jata npoH3BOACTBA Iopen o | s
Mifg. License No. / - )
IIpon3BoaCTBEHHAN : MNB/05/263 II:IA num;)’er:/ : RJH‘}“NQ(OMGQ)-(PF_
JIHeH3ns Ne omep P )

Analysis performed according ND: / Auanns nposeaen no HJL: JII-Ne(004669)-(P1'-RU)-190224

Page3 of 9/ Cip.3m3 9

No

Ne Test / [ToxazaTens Results / PeayabraTht Specification / Hopma
Butylhydroxyanisole / Complies / COOTBETCTBYET The retention times of 2-
Bymunaudpoxcuanuzon 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" section). / BpemeHa
yaepKnABaHHA TIUKOB
2-6yTUITHAPOKCHaHM30Na 6§
3-6yTUArHAPOKCHaHHU301a Ha
XpOMaTOrpaMMe HCTBITYEMOTO pacTBopa
JOJKHEI  COOTBETCTBOBAaTh  BpEMEHaM
yACPKUBAHHA MHKOB
2-0yTUNrHAPOKCHaHH30J1a U
3-6yTWITHAPOKCHAaHH3002 Ha

XpOMaTorpaMMe pacTBOpa CTAaHIAAPTHOTO
ofpasua GyTwirnapokcuanyusona (pasaen
«CoaepxaHHe

6y TUITHIPOKCHAHN30/1a)).

Remarks : The Product conforms to ND/
[Tpumeuanue: Ipoaykr cooTeeTcTBYeT TpeboBanuam HJ

Conclusion : APPROVED /
3axmouenne: QJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToproroeneno; Rama [Tpopepeno: Pardeep Kumar | Ono6peno: Menemwiep / Pyrl\gnonmenb
5 i Amit Kumar -
: ™
Reprint Date / : Reprint Date / Reprint Date /

Hara: 30.04.2025

Hara: 30.04.2025

Jlara: 30.04.2025

Registerec Office: 8-2-327, Road No. 3,

zanjara Hills, Hyderabad - 500034, Telangana, India

Tel: +51 40 4900 2900, Fax: +91 4C 4900 2995, Email: mail @drreddys.com
CIN: L85195AP1984P1C004507

www.drreddys.com




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS ..

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

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

| B 1SS SEmmR
1 02355 5000

CEPTHOUKAT AHAJIU3A

v A AT

<.

www.drredays.com

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

Mpoaykr: Keropoa® Dxcnpece (keToponax) TabaeTk, THCHLPIUPYEMLIC B IT0J0CTH T4, 0omr

Market / Peinox :Russia / Poccus

Batch No / ] Batch Quantity / . 3600000 tab / =

Cepua Ne NV Obbem cepiu " 3600000 Tab |

Analytical Repourt No/ . 040002912568 Date of Analysis / . 30.04.2025

Anvanuruyecknii oTuer Ne JlaTa anaamn3a . S T m i

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

Jata npouzBoaCTBA TogeH xo ) -

Mfg. License No. / :

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

Jnnensus Ne

| Analysis performed according ND: / Anann3 nposegen no HJL: JITI-Ne(004669)-(PT-RU)-190224

Page4of9/Cip. 4139

Results / PesynabTaThl

Specification / Hopma

No :
N Test / [lokazaTenan
3 Average weight / Cpenusis
macca
Uniformity of weight /

OaHOPOAHOCTL MACCHI

4 Disintegration time /
PacnagaemMocTh

69.4 mg/69.4 mr

Complies / CooTBeTCTBYET

00 min 29 sec / 00 MuH 29 cek

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

18/20 tablets - not more than + 10 %:;
2/20 tablets - not more than + 20 %. /
18/20 Tabmetok - He bGonee + 10 %;
2/20 rabnetok — He 6onee + 20 %.

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

[Mpumeuandue: [IpoaykT cooTBeTcTRYET Tpebopanusam HJ|

5 Dissolution / Pacreopenne Unit-1 / Ta6n-1 99 % Not less than 75% (Q) of
y o C1sH;3sNO3C4H | NOs (ketorolac
Bt i 98 % tromethamine) in 15 min. / He Mmeuec
Unit-3 / Tabn-3 98 % 75 % Q) C1sH13NO3C4H1INO;
) (keToponaka TpOMeTaMHH) uepe3 15 MUH.
Unit-4 / Ta6n-4 100 %
Unit-5 / Tabn-5 98 %
Unit-6 / Ta61-6 98 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Jaxmouenue: OJOBPEHO

Prepared by / Checked by /

HoaroTtorneno: Ramakant

Aot

-

[MpoBepeno: Pardeep Kumar

l

ot

Approved by: Manager/Executive /
Onobpeso: Menewiep / Pykoponurens
Amit Kumar /\f’",,ll:

Reprint Date / 3 Reprint Date /

Hara: 30.04.2025

Jara: 30.04.2025

Reprint Date/ !
Jlata: 30.04.2025

Registerzo Office: 8-2-327, Road No. 3, Eanjara Hills, Hyderabad - 500034, Telangana, India
Tel: +G1 40 4900 2900, Fax: +91 4C 4900 2999, Email: miail @drreddys.com
CIN: L85195AP1984PLC004507
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

Tol =51 QRIES S6001-02

CEPTU®HKAT AHAJIM3A

wwiw.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tponykr: Keropon® Ixenpece (keToposar) vabierku, ANCHEpripyessie B MOJOCTH P, 10mr

Market / Poinox :Russia / Pocena
Batch No / . Batch Quantity / . 3600000 tab /
Cepus Ne OV Oo0bem cepun " 3600000 Tab
Amnalytical Repo“rt No/ . 040002912568 Date of Analysis / ' 30.04.2025
Ananurayeckuii oTyer Ne Jara anajanza A y
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
Jara npon3BoACTBA Togen 1o === _
Mfg. License No./ E . S
IIpon3BoacrBennan : MNB/05/263 MA pumber: / : JIH-N'(004669)_(PP-
Homep PY RU)
nHnenznn Ne

Analysis performed according ND: / Anaan3s nposejien no HJL; JIT1-Ne(004669)-(PI'-RU)-190224 |

PageSof 9/ Cip. S H39_‘

I;oo ‘I'est / [TokasaTens Results / PesyasTaThi Specification / Huopma
6 Particle size distribution / Complies / CooTpeTCTBYET A uniform suspension passing through a
JHcnepeHOCTh 710 um sieve is formed. / O6pasyercs

OfHOPOJHAA CYCIEA3Ms, TpPOXOAAUIas
CKBO3L CHTO C pa3MepoM OTBEPCTHH
710 MKM.

7 Impurities / IIpumeck

1-hydroxy analag nf
ketorolac: /
1-ruapoxcHaHaior

/ Huxe npenena

Relow T OQ (T NQ =0 NN3? %)

KOJHUEeCTBCHHOIO ONpeaAcNCHNA

nnt more than 0 5 %; / ve Gonee 0.5 %:

CoaepxaHHe BOAbI

KeTopoJaka (ITKO = 0.0032%)
1-keto analog of ketorolac / 0.03% not more than 0.8 %; / He 6onee 0,8 %;
1-keToaHanor KeTopoJaka
unidentified impurity / 0 0:',_,,/ not more than 0.5 %; / He Goxnee 0,5 %;
eAHHUYHAs e
HEeHIeHTHHHUIMPOBaHHAA
npUMech
total impurities / 0.0474% not more than 1.0 %. / He 6onee 1,0 %.
cymMMa npumecedi

8 Water content / 235% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
[Tpumeyanue: Tpoaykr coorsercrayet Tpebosannam HII

Conclusion : APPROVED /
Baxawuenne: OJJOBPEHO

Hara: 30.04.2025

Jara: 30.04.2025

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

[Tomrorosneno: Ramakant Iposepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pykosoautenb
¢ Amit Kumar L

Reprint Date / \ Reprint Date / Reprint Date / |

IMara: 30.04.2025

Register2d Office: 8-2-337, Road No. 3, B;mjara Hills, Hyderabad - 560034, Teiangana, India
Tel: +S1 40 4900 2900, Fax: +91 4C 4900 2998, Email: nigil@drreddys.com
CIN: L85195AP1984PLC004507

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
Tel : +©1 9216¢€ 52001-02

CEPTHOHKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Sxenpece (keToposax) TabeTkH, AHCHEPIHPYeMbIe B nonocTa pra, 10 mr

Market / PoiHOK :Russia / Pocous

Batch No / . Batch Quantity / 3600000 tab /

Cepust Ne AL 061pem cepan " 3600000 Tab

Analytical Repourt No/ . 040002912568 Date of Analysis / . 30.04.2025

Ananuruyecknii orTaer Ne Jlata aHAIH3A '

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

Jara npou3BoAcTBa Tomen no

Mifg. License No. / . No N

IIpousBogcTBeHHas : MNB/05/263 MA pumber: / ! JII.I-N'(004669) (°T-
Homep PY RU)

JHNeH3ng No

—

_Analysis performed according ND: / Anaans nposeaen no HJL: JIFI-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ Crp. 63 9

ﬁ.:) Test / IlokasaTean Results / Pe€3yasTaTht Specification / Hopma
9 Residual solvents / OcTaTouHble 0PraHHYECKHE PACTBOPHUTENH
Isopropyl alcohol / 8 ugftab/ Not more than 350 pg/tab. /
Wsonponauon 8 MKr B TabneTke He 6onee 350 mMkr B TabneTke.
10 | Microbiological purity*/ Mlleoﬁuonorllqec}caﬁ aHcTOTa* I T il
Total Aerobic Microbial not more than 103 CFU/g; /
Crnmnid £ e e e e ur Gouer 10V WOTr,
NA .
23p0O6HBIX MUKPO-
OpraHH3MOB
Total Combined Yeast and not more than 102 CFU/g; /
mold count / oburee uncIo NA e Gonee 102 KOE/r;
IPOXCGKEBLIX H TUTECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBHE B 1 I
11 | Uniformity of dosage units / 4.5 Acceptance value (4¥) not more than
OpaHopoaHoCTb 15.0 Toka3arens npreMIIeMocTH (47)
JNO3HPOBAHHEIX eXHHHLL nomker 6bITh He Gonee 15,0,

Remarks : The Product conforms to ND/

I[Tpumeuanne: ITpoaykr cootseTcTByeT Tpebosanusam HI

Conclusion : APPROVED /
Zaxmovenune: OJOBPEHO

Approved by: Manager/Executive /

Prepared by / Checked by /

IToarorosnexHo: Ramakant IIposepeno: Pardeep Kumar | Onobpeno: Meremiep / PykoBoauTens
W [_, Amit Kumar /A\/,,:/:

Reprint Date / ! Reprint Date / Reprint Date / !

Hara: 30.04.2025 JHata: 30.04.2025 Hara: 30.04.2025

Registered Utfice: 8-2-337, Road NU. 3, Bdijdtd Hills, Ilyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@d rreddys.com
CIN: L85195AP1984P1LC004507

www.drreddys.com




Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
vill. Khol, Nalagarh Road, Baddi,
T = R ... Distt. So|an, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 1.1 92166 56001-02
CEPTHOHKAT AHAJIM3A www.drreddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoxykr: Keropon® Jkenpece (keroposiak) TabieTks, JHCHepruapyemMoie B NOJOCTH PTa, 10 mr De—

Market / Peiaox :Russia / Poccus =
Batch No / ; Batch Quantity / ~ 3600000 tab / ]
Cepns Ne % V2309793 ObGnem cepun " 3600000 Tab

Analytical Repo:'t No/ - 040002912568 Date of Analysis / . 30.04.2025
Anagnrrueckuil oTyer Ne JlaTa ananuza

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

Hara npou3BojcTea Tomen po

Mfg. License No. / -
ITpou3zBoacTBEHBAN : MNB/05/263 EA nmlr)n;er. J : JRHI})-NQ(OM“”-(PF-
Jmnen3us Ne omep

Analvsn performed according ND: / Anaans nposegen no H/I: JIII- 2(004669)-(P1'-R -RU)-190224

Page70f9/Crp. 7n3 9

]}oo Test / [Toka3aTenn Results / Pe3ynbTaThbl Specification / Hopma
12 Assay / KonudecTBeHHOe 10.0 mg/ 10.0 Mr From 9.0mg to 11.0 mg of
onpegeaenve (99.6 %) Ci5sH13NO3+C4Hy INO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / OT 9,0 mr no
11,0 Mr C15H13NO3+C4H | INO3
(xeToponaka TtpomeramuH) (ot 90,0 mo
110,0 % OT 3afABJIEHHOTO KONMYECTRA) B
TafneTke.
13 | Butylhydroxyanisole 0.0921 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0.0921 mr B TabieTke He menee 0,042 Mr B TabIIETKE.
Gy TUArBIPOKCHAHM3012
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHye YHAKOBKH (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. / [To 10 Tabaerox B
information leaflet in a carton | 6anctepe u3 (MA/ATITID c
pack. / Tlo 10 Tabnerox B | BnaronornoTurenem/TIDBIT) donbra "
6nucrepe u3  ([TA/AJIMID ¢ | (LID/AN) donery. Tlo 1 win 2 Giuctepa
BrarorornoTuTenem/I13BIT) BMECTE C JITMCTKOM-BK/IAJbIIIEM B Ma4Ky
¢onsrn // (TI3/AJT) donbru. [Io | xapToHHYIO.
2 6mIoTOpQ DMOCTO © MIIOTIOM
BIJIAZBILIEM B navKy
KapTOHHYKO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumenanne: [lpoxykt cooTBercTRyeT Tpebosanuam HJT 3akmouenne: OJJOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Ramakant TposepeHo: Pardeep Kumar | Omo6peHo: Menemxep / Pyl.ononmenb
Amit Kumar /
4, I A
Reprint Date / Reprint Date / Reprint Date / !
Jara: 30.04.2025 Hara: 30.04.2025 Jara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilts, Hyderabad - 560034, Telangana,

Inclia

Tel: +S1 40 4900 2900, Fax: +91 4C 4900 2959, Email; mail@drreddys.corn

CIN: L85195AP1984PLC004507
www.drreddys.com




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

D=
Dl'. Reddy,s ‘... Vill. Khol, Nalagarh Road, Baddi,
) ' Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel - 491 98166 56001-02
CEPTH®DM KAT AHAJTU3A www.drrecldys.com

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

Iponykr: Keropoa® Sxcnpece (KeTopoak) TabIeTKH, IHCIEPrApYeMbIe B IO/10CTH T4, 10 mr J

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / _ 3600000 tab /

Cepnst Ne Nl Obsem cepun * 3600000 Ta6

Analytical Repovrt No/ . 040002912568 Date of Analysis / . 30.04.2025

Anagnaruueckuii oryer Ne JlaTa aHai43a

Date of Manufacture / . 04/2025 s Date of Expiry / . 03/2027

JaTa nmponzBojcTBA Ionen no

Mfg. License No. / N .

[poussoxcTrBeHHANA : MNB/05/263 MA number: / - NI G R
Homep PY RU)

auneH3nn Ne

Analysis performed according ND: / Auanus nposeaen no HJI: JIII-Ne(004669)-(PI-RU)-190224 SR

Page 8 of 9/ Ctp. 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.

* TIpu BbULyCKe JEKAPCTEEHHOIC NPeNapaTa KOHTPOIb Ka4YeCTEa N0 10Ka3aTe.H0 «MukpobrosornyecKas
YHCTOTA» MPOBOANTESt ANsA Kanaoii 20-0if cepuu, WK J15iA OJHOM CepHH B oll, B 3aBHCHMOCTH 0T TOF0, YTO

HACTYMHT PaHbIle.

_API name / Haumenosanue APC: Ketorolac tromethamine / Ketoponaxa TpoMeTaMHH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number / ABRI009745
Homep cepun npouspoaurciaa APC:
FP Manufacturer API Batch number /
Homep cepuu cyGCTAHINMH MPOM3IBOAHTENS FESA00032
TJid:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
HponsBoarTtens A®C, crpana: ' I-p Peanu'c Jlabopatopuc JIta., Muaua
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) /
HaumeHnoBaune, aapec, JHIEHIHS 1A JI-p Peanw’c JlaGoparopuc Jita., Maaus, IlponzBoaCcTBEHHOS
IIpon3EoACTBEHHAs IIOIATKA / Tlnomaaka nozpasgenenne-6, Bumn. Kxons, Hanarapx Poya, bagau, JAucTpHKT
KOHTPOJA KauecTBa / Ilnouagka Bbinycka Conan, X.I1., 173205, Uapus (nuueA3|d HOMED 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 /
[Ipumeunanne: [poaykr coorercrayer Tpeboraunam HJL 3akmouenne: OQJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTosneno: Ramakant [Mposepeno: Pardeep Kumar | OnoGpeno: Menemxep |£ PykoBognTeNs

@V‘\‘-‘J { Amit Kumar A~

e Sl | i

Reprint Date / 2 Reprint Date / Reprint Date/ !
llata: 30.04.2025 Jara: 30.04.2025 Jlata: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLCO04507
www.drreddys.com



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

@
Dr.Red dY’S ‘;. yill, Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS 1., /51 93166 56001 02
CEPTUDHKAT AHAJIH3A  yww.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 m_g -

Hpoayxr: Keropon® Ixcnpece (keroposak) TabReTky, Ancneprnpycsbie B N0JOCTH pTa, 10 mr
Market / PoiHoK :Russia / Poccus
Batch No / 'y Z Batch Quantity / . 3600000 tab /
Cepnn Ne z ORI O6bem cepHA " 3600000 Tab
Analytical Repourt No/ ' . 040002912568 Date of Analysis / . 30.04.2025
ARajIHTHYeCKHIT 0THeT Ne Jlara anajusa

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
Hara npou3BoacTBa T'ogen o

Mifg. License No. / , .
Ipon3BoaCTBEHHAN : MNB/05/263 MA number: / : JIEE-Ne(004669)-(PT-

Homep PY RU)

Junenzpua Ne |

Analysis performed according ND: / Auanus npoeenen no HII: JITI-Ne(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».

3aKII049eHHe 0 COOTBeTCTBHM: «HacToALMM 51 TIOATBEPKIAIO, YTO IIPUBSACHHAS BhINE UHPOPMALIH ABILICTCH
JOCTOBEpHOM M TOuHOM. DTa cepds NPOAYKIMM IpOH3BeNeHa (BKIIOYAS YIAKOBKY (MapkHpOBKY) H KOHTpPOIE
KadecTBa) HA BHIIEYKA3aHHOM IPOHM3BOJCTBEHHOM IIIOIIANKe (TUIOWIANKAX) B IONHOM COOTBETCTBHH C
TpeGoBanusMu IIpaBun HauIexarnei HPOH3BOICTBEHHON NPaKTHKH EBPasHi{CKOr0 SKOHOMHYECKOIO COro3a Ne
GMP/EAEU/RU/00554-2022 ot 02 cenrsatps 2022) u TpeOoBaHAAMH KOHTPOJA Ka4ecTBa JIEKapCTBEHHBIX CPEACTB,
a TalKe B COOTBETCTBUM CO CIEIUPHKAIHUAMHE, COIEPMAITMMHUCA B PETUCTPAIlHOHHOM NOCHE CTPaHBI-HMIIOPTEPA.
3alKCH TI0 MPOU3BOJICTRY, YIIAKOBKE ¥ AHAIH3Y IPOBEPEHE], H YCTAHOBIICHO HX COOTBETCTBHE TpeboBaHuAM I Ipasui
HaJIJIeXKAIIEH IPON3BOACTBEHHOH NMPaKTHKH EBpasuiickoro 9KOHOMHUECKOTO COK03a)».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TTpumeqanue: [Tpoaykr cooreercTByeT TpeboBankam HJI 3axnwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Moarorosneno: Ramakaiil TIposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoanress

EM/ g Amit Kumar N+ L

- =l / -~

Reprint Date / \ Reprint Date / Reprint Date/
Hara: 30.04.2025 Iara: 30.04.2025 MHara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
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