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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,
rormulation Unit-5

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tal ; +91 98164 560011-07

CEPTUDPUKAT AHAJIM3A

www.drieddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykT: Keropoa® Jxenpece (keropoiak) Tab/1eTKH, JucneprupyemMble B NOJI0CTH pTa, 10 mr

Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepust Ne 1 V2500829 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002925300 Date of Analysis / . 10.05.2025

AHanuTHYecKul oTyeT No JlaTa anasu3za

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

Jdarta npoun3BoacTsa Topen 10

Mifg. License No. / . .

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

Juuensust Ne

Analysis performed according ND: / Ananus nposeaen no H/I: JITI-Ne(004669)-(PI'-RU)-190224

Pagel of 9/Crp. 1 m39

No . .
No Test / IToka3aTennb Results / PesynbTaThi Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. / Kpyrisle
side. / Kpyrable rutockue njockue TabneTkH ¢ ¢ackol, cBeTyIo-
TabneTtkH ¢ packoii, ceeTio- ENTOro 1BeTa C rpaBUpoBKoOd «[» Ha
XKEJITOTO LIBETa C [PAaBUPOBKOH OIHOW CTOpOHE.
«» Ha OAHOM CTOPOHE.
2 Identification / UnenTudukanus

Ketorolac / Kemoponax

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
( 2nm). / Y®-cnekTphbl MOTIOLLEHHS
MCIBITYEMOTO pacTBopa M pacTBopa
CTaHiapTHOro  ofpa3ua  KeToponaka
TpoMeTaMHHa JIOTDKHBI HMETH
MaKCUMYMBI [IPH OZHOH U TOH XK€ JUIMHE
BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/

IMpumeuanue: ITpoaykT cooTBeTCTBYET TpeOoranusam HJJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[Moarorosneno: Ramakant

Bk

Checked by /
IpoeepeHo: Pardeep Kumar

< —

Approved by: Managdr/Executive /
OnobpeHo: Menemxkep / PykoBoaures
Abhishek Chauhan

~

Reprint Date /
Hara: 10.05.2025

Reprint Date /
JHara: 10.05.2025

Reprint Date /
Jara: 10.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 40 4900 2300, Fax. +91 40 4900 2999, Lmail: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
£16€ 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Tel:+01 981566
www.drieddys.

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropoa® Jkcnpece (keTopo/ak) TabjieTkH, JHcIeprupyeMble B N0J0CTH pTa, 10 mr

Market / Poinox :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepns Ne R V2300529 O6bem cepuu " 3600000 Tab

Analytical Repo:’t No/ - 040002925300 Date of Analysis / . 10.05.2025

AnanuTHdyeckHii oryer Ne JlaTa aHanu3a

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

JaTa npoun3BoacTBa T'ogen no

Mfg. License No. / .

IIpou3sBoacTBEHHAS : MNB/05/263 MA number: / y TIL-N:(004669)-(PT-
Homep PY RU)

auuenzus Ne

Analysis performed according ND:

/ Ananus nposenen mo HJL: JIII-Ne(004669)-(PT-RU)-190224

Page2 of 9/Ctp.2 u3 9

No

Test / [Toka3aTennb
Ne

Results / PesyabTaThi Specification / Hopma

Complies / CooTseTCTBYET 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 yznepxuBaHUA
OCHOBHOIO TMHMKa Ha XpoMmarorpamme
HCMBITYEMOTO pacrtBopa LOJIKHO
COOTBETCTBOBAThH BPEMEHU YIEPKHBaHUS
OCHOBHOrO IIHKa Ha XpoMaTorpamme
pacTtBopa CTaHAAPTHOTO obpazua
Keropojiiaka  TpoMeTamMHHa  (paszen
«KonuyecTBEHHOE OTNPEIeNeHUEN).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IIpoaykr coorBeTcTBYeT TpeGopanuam HJI 3ak/04eHHe: OﬂOBﬂ'EHO

Prepared by /
IMoarorosneno: Ramakant

Bulsd

Checked by / Approved by: Managet/Executive /
I[Tposepeno: Pardeep Kumar | Onobpeno: Menemieyy / PyKOE'r}lI-iTeﬂb

[ Abhishek Chauhan
<

=

Reprint Date /
Jara: 10.05.2025

Reprint Date / Reprint Date /
Hara: 10.05.2025 Hara: 10.05.2025

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

Tel: 49

1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIU3A '
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Ikcnpece (keroposak) Tabjierku, AucnepruopyemMble B 1oJ10cTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne - V2500829 O0bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002925300 Date of Analysis / . 10.05.2025

AHanuTH4eckuii oTyer Ne JaTa ananun3za

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

Jlara npou3BoacTBa T'ogen a0

Mfg. License No. / . .

IIpoussoacreeHHasn : MNB/05/263 MA pumber: / : JII-Ne(004660)-(PT -
Homep PY RU)

Jadaumensus No

Analysis performed according ND: / Anaans npoeeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page30of9/Crp.3 u39

No

Test / IToxka3areanb
Ne

Results / PesyabpTaThl

Specification / Hopma

Butylhydroxyanisole /
Bymuneudpoxcuanuzon

Complies / CooTBETCTBYET

The retention times of
butylhydroxyanisole and
butylhydroxyanisole peaks on

butylhydroxyanisole and
butylhydroxyanisole peaks on

2-0yTHATMIPOKCHUAHN30J1a
3-OyTUnruapoKcHaHuzoNa

«CogaepxaHue
6YTUNTHAPOKCUAHU30J1a).

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). / Bpemena
yAEpAKHUBaHU TIMKOB
2-6yTWITHAPOKCHAHU30J1a U
3-6yTWIrHAPOKCHAHU30J1a Ha

XpOMaTorpaMMe MCIILITYEMOrO pacTBopa
JOJDKHBl  COOTBETCTBOBAaTb BpPEMEHAM
yaepKUBaHUA NUKOB

H
Ha

XpOMaTorpaMme pacTBopa CTaHAapTHOro
oOpaszua 6yTunruapokcuanuzona (pasgen

Remarks: The Product conforms to ND/
ITpumevanue: [Iponykr cootseTcTBYET Tpeboranuam HJL

Conclusion: APPROVED /
3akaouenne: OJJOEPEHO

Prepared by /
[MToarorosneno: Ramakant

2

Checked by /
[Ipoeepeno: Pardeep Kumar

<{ —

Approved by: Manager/Eyecutive /
Onobpeno: Menemxep [ Pykopogurens
Abhishek Chauhan j

Reprint Date /
Hara: 10.05.2025

Reprint Date /
Hara: 10.05.2025

Reprint Date /
Hara: 10.05.2025

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: LB5195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s

s

CERTIFICATE OF ANALYSIS

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

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

Tl :+91 92166 56001-02

CEPTUDPUKAT AHAJIM3A

www.drieddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxenpecce (keTopoJiak) TabIeTKH, AHCEpPrEpyemble B nojocTy pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne § V23500829 O0beM cepum " 3600000 Tab

Analytical Repourt No/ - 040002925300 Date of Analysis / . 10.05.2025

AHanuTHUyecKuii oTyet Ne JlaTa ananu3za

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

JlaTa npou3zBoacTBa I'ogen no

Mfg. License No. / . .

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

Junen3us No

Analysis performed according ND: / Auanus nposegen no H/: JII-Ne(004669)-(PI'-RU)-190224

Page 4 of 9/ Crp. 4 u3 9

i.? Test / ITokaszaresb Results / PesynabTaThbl Specification / Hopma
3 Average weight / Cpeanss 69.7 mg/ 69.7 Mmr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 Mr 1o 72,8 Mr (70,0 Mmr £4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOpPOAHOCTH Maccehl 2/20 tablets - not more than + 20 %. /
18/20 Tabnerox — He ©Oojee =+ 10 %;
2/20 Tabnetok — He bonee £ 20 %.
4 Disintegration time / 00 min 19 sec / 00 mun 19 cek Not more than 3 min. / He 6onee 3 MuH.
PacnagaemocTnb
5 Dissolution / PacTBOpeHue Unit-1/ Ta6n-1 101 % Not less than 75% (Q)
. CisH(3NO3+CsH1 1NO; (ketorolac
Unit-2 / Ta6x-2 104 % tromethamine) in 15 min. / He MeHee
Unit-3 / Ta6n-3 100 % 75 % Q CisHi3NO3*C4H11NOs
. (xeToponaka TpoMeTaMuH) yepe3 15 MUH.
Unit-4 / Tabia-4 100%
Unit-5 / Tabn-5 97%
Unit-6 / Tabn-6 98 %

Remarks: The Product conforms to ND/

ITpumevanue: [IponykTt cooTBeTcTBYET TpeboBanusm H/I

Conclusion: APPROVED /
3aknouyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Excutive /
IToaroroeneno: Ramakant ITposepeno: Pardeep Kumar | OngobpeHo: Menemkep / Bykosoaurers
c:i_,-/ Abhishek Chauhan '
U — A

—

Reprint Date /
Jara: 10.05.2025

Reprint Date /
Hara: 10.05.2025

Reprint Date /
Jlara: 10.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +31 30 4900 2700, Maa. +91 40 4900 2999, Cmail: mail@drroddyc.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUPHUKAT AHAJINU3A
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www.drieddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Dxcnpece (keroposrak) Tad1eTKH, pacneprupyemMbie B moJoctu pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepnsa Ne | V2500529 O6bem cepuu " 3600000 Tab

Analytical Repo:‘t No/ . 040002925300 Date of Analysis / - 10.05.2025

AHanuTHyeckuii oTueT Ne JaTta ananuza

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

Jarta npoun3BoacTBa T'oxen no

Mfg, License No. / . )

ITpousBoacTBeHHast : MNB/05/263 MA number: / ; JIT-Ne(004669)~(PT-
Homep PY RU)

Junen3us Ne

Analysis performed according ND: / Auann3 nposegen mo HJI: JII-Ne(004669)-(PT'-RU)-190224

Page50f 9/ Crp. 5u3 9

‘1;.00 Test / Iloka3zaTesb Results / PesyibraTel Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
HducnepcHocTh 710 um sieve is formed. / O6pa3zyetcs
ONHOpONHAs CYCMEH3MsA, INPOXOodsLias
CKBO3b CHTO C pa3MepoM OTBEPCTHiA
710 MKM.
7 Impurities / [Ipumecn

1-hydroxy analog of
ketorolac: /
1-ruapokcuaHanor
KeTopoJiaka

1-keto analog of ketorolac /
1-KeToaHaoT KeToponaka

Below LOQ (LOQ = 0.0032 %)
/ Hixe npeaena
KOJIHYECTBEHHOTO OTIpefieIeH A
(TIKO = 0.0032%)

not more than 0.5 %; / He 6oxee 0,5 %,

not more than 0.8 %; / ve 6onee 0,8 %;

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

Coaep:kaHne BOAbI

unidentified impurity / 0.05%
¢IMHUYHASA
HeHIeHTH(QUIHUPOBAHHAS
NNpUMECH 0.02%
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
cymMma NnpumMmecei
8 Water content / 2.6 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks: The Product conforms to ND/

ITpumeuanue: Ilponykr cootseTcTBYeT Tpebosanuam HJI

Conclusion: APPROVED /
3aknrodeHHe: OJI_OBPEH}O

Prepared by /
IToarorosneno: Ramakant

Yo

Checked by /
[Tpoeepeno: Pardeep Kumar

f

Abhishek Chauhan

Approved by: Manager/Exgcutive /
Ono6peHo: Menemxep / | P ma7nm'enh

Reprint Date /
Hara: 10.05.2025

Reprint Date /
Jara: 10.05.2025

Reprint Date /
Jlara: 10.05.2025

-

Registered Ofnce 8-2- 337 Road No. 3, Ban)ara Hl“S Hyderabad 500034, Telangana, India

CI N: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUPUKAT AHAJIM3A

484 ‘?‘3J. I?OLUU JULU LTS
www.drieddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpecc (keToposak) TaG1eTKH, JucIeprupyemMble B 10J10¢TH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepusa Ne ) V2500525 O06beM cepun " 3600000 Tab

Analytical Repo:'t No/ - 040002925300 Date of Analysis / . 10.05.2025

AHanuTHYecKHMH oTyeT Ne JlaTa aHaaH3a

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

JaTa nponsBoacTBa T'onen oo .

Mifg. License No. / .

IIpoussoacTeeHHAn : MNB/05/263 MA number: / ; JITL-Ne(004669)-(PT-
Homep PY RU)

auuenzusa Ne

Analysis performed according ND: / Auann3 npoBexen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 13 9

1}00 Test / [loka3ateb Results / Pesyjabrarbt Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHu4ecKHe pacTBOPUTEH
Isopropyl alcohol / 7 ng/tab / Not more than 350 pg/tab. /
H3zomnponaxou 7 MKr B TabJIeTKe He 6onee 350 Mkr B TabneTke.

10 Microbiological purity*/ Mukxpo6uosornyeckas yucrora*

Total Aerobic Microbial
Count / o01ee yucIo

not more than 10> CFU/g; /
He 6onee 10° KOE/r;

OanopoaHoOCTh
A03HPOBAHHBIX €XHHHLL

NA
a3pOOHBIX MUKPO-
OpraHHU3MOB
Total Combined Yeast and not more than 10°> CFU/g; /
mold count / obliee YHUCTO NA He Gonee 10> KOE/r;
JPOXOKEBBIX M NIIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T
11 | Uniformity of dosage units / 4.2 Acceptance value (A7) not more than

15.0 Tloka3atens npuemueMocTd (AV)
IoJDKeH ObITh He Gonee 15,0.

Remarks: The Product conforms to ND/

[Tpumeuanue: [IpoaykT cooTBeTcTBYET TpebosanuaM HJI

Conclusion: APPROVED /
Zaxmouenue: OJOBPEHO

Hara: 10.05.2025

Jara: 10.05.2025

Prepared by / Checked by / Approved by: Manager/Exgcutive /

[Tonrorosneno: Ramakant Ipoeepeno: Pardeep Kumar | OnoGpeHo: Menemxkep / Bykosoaurens
IJ‘ i Abhishek Chauhan

Reprint Date / ‘ Reprint Date / Reprint Date /

Hara: 10.05.2025

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd,

rormulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA

CERTIFICATE OF ANALYSIS ., .. oo16c5c001.00

CEPTUOUKAT AHAJIM3A
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www.drieddys.com

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

Ipoaykr: Keropon® Dkcnpece (keToposak) TabIeTKH, AHCIEPrapyemMble B I0JOCTH pTa, 10 Mr

Market / PuiHok :Russia / Poccust

Batch No / g Batch Quantity / 3600000 tab /

Cepus Ne i V2500829 O6bem cepun " 3600000 Tab

Analytical Repourt No/ - 040002925300 Date of Analysis / . 10.05.2025

AnanuTuuyecKHii oryer No JlaTa anann3a

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

HMara npon3BojacTBa Togen g0

Mfg. License No. / . .

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

JuueH3us Ne

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

Page 70f 9/ C1p. 7 39

onpejaesieHue

(100.6 %)

1;.:) Test / ITokasaTesb Results / Pe3yabTaTth! Specification / Hopma
12 Assay / KoanuecrBeHHoOe 10.1 mg/ 10.1 Mr From 9.0mg to 11.0 mg of

CisH13NO3*C4H | 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr no
1 1,0 MT C15H13N03°C4H1 1NO3
(xetopoyiaka TpometamuH) (ot 90,0 no
110,0 % oT 3agBNeHHOTO KONMMYECTBa) B
TabneTke.

13 Butylhydroxyanisole
content / Coaepxauune
OyTHIrHAPOKCHAHHU30.12

0.0925 mg/tab /
0.0925 mr B TabneTke

Not less than 0.042 mg/tab. /
He menee 0,042 Mr B TabneTke.

14 | Package description /
Onucanue ynakoBKH

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
6nucrepe u3z (ITA/AJI/IID ¢
Baaronorjoturenem/I15BIT)
donbru // (II3/AJ]) donsru. o
2 GamcTepa BMECTE C JIMCTKOM-
BKJIaJIBIIIIEM B nayxy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / Ilo 10 TabneTok B
6aucrepe n3 (TTAVAJITID c
snaronornoturenem/[19BIT) doneru //
(T13/AJ]) donbru. IMo 1 unu 2 GnHcTepa
BMECTE C JIHCTKOM-BKJIAfBILUEM B HAuKy
KapTOHHYIO.

Remarks: The Product conforms to ND/

[Tpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
3axnwuenne: OJOBPEHQ)

Prepared by / Checked by / Approved by: Manager/Exégutive /

[Moaroroeneno: Ramakant [Mpoeepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosogurens
Abhishek Chauhan

Reprint Date / ) Reprint Date / Reprint Date /

Hara: 10.05.2025 MHara: 10.05.2025 Hara: 10.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +51 58166 56001-02

CEPTH®HUKAT AHAJTH3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IlpoaykT: Ketopoa® Dkcnpecc (keToponak) TabJeTKH, AHcHeprupyemMble B MOJOCTH PTa, 10 mr i
Market / Peinox :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepusn Ne V2500829 O6Bem cepuu " 3600000 Tab
Analytical Repovrt No / - 040002925300 Date of Analysis / . 10.05.2025
Axanurndecknii oruer Ne JlaTa anain3a
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JlaTa nponzBo/icTBA T'ogen go
Mfg. License No. / . .
IponsBoacTBeHHAN : MNB/05/263 MA number: / ] JIIL-Ne(004669)-(PT-

Homep PY RU)

aunenzusa Ne
Analysis performed according ND: / Ananus nposenen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Ctp. 8 n3 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.

* [Ipu BLINyCKe JEKAPCTBEHHOr0 NpenapaTa KOHTPOJIh Ka4yecTBa 10 nokasarenio «MukpodHoaornyeckas
4qUCTOTA» MPOBOANTCS AIst Kanaoil 20-oii cepuu, uin AN 0AHOI cepuu B roji, B 3aBUCMMOCTH OT TOr0, 4TO

HACTYNUT paHbLUIE,

Ketorolac tromethamine / KeToponaka TpOMETaMUH
Ketorolac / Keroponak

ABRHO009745, ABRH009746

API name / HaumenoBanue A®PC:

INN / MHH:

API manufacturer batch number /

Homep cepun npoussogurens APC:

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIMHA IPOA3BOAMTENS
TJO:

API Manufactured by & country /
IIponssogutenn APC, crpana:

Name, address, authorization No for ¥P
manufacturing site / Control site / Release
site /

HanmenoBaHue, aapec, JJHIeH3Hs JJIs
IponseoacTeenHasn miomanka / Ilnomanka
KOHTpoJa KadecTBa / Ilnomaaka BbINyCKa

FESA00032, FESA00033

Dr. Reddy's Laboratories Ltd., India /
II-p Pepau'c Jlaboparopuc JIta., Uuaus
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

I-p Pennu’c JlaGopatopuc JItn., Muaus, [IpoussoncreeHHoe
noapasaenenue-6, Buwui. Kxons, Hanarapx Poyn, bannu, J{uctpukr

Conan, X.I1., 173205, Unansa (muensus Homep MNB/05/263)

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

Conclusion: APPROVED /
3akiawyenne: OJOBPEHO

Remarks: The Product conforms to ND/

Tpumeyanne: Ipoaykt cootBeTcTByeT Tpebosanusam HJI
Prepared by / Checked by / Approved by: Manager/Executivg /
IMoarorosneHo: Ramakant Ipoeepeno: Pardeep Kumar | Onobpeno: Menemkep //PykoBofiurens

Mw; _ L Abhishek Chavhan (-
Reprint Date / ‘

Reprint Date /
Hara: 10.05.2025

Reprint Date /
Jara: 10.05.2025

Jlara: 10.05.2025

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: L85195AP1984PLC004507
www.drreddys.com




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

[ I
Dr. Reddy’s “o‘. Vill. Khot, Nalagarh Road, Baddi,

Distt. Sofan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel - 491 98166 5600102

, CEPTHO®UKAT AHAJIMU3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dxcnpece (keroposak) TabaeTky, AHCHeprapyesoie B nogocti pra, 10 mr
Market / Peinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepns Ne : V2500829 O0bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002925300 Date of Analysis / . 10.05.2025
AHanutuyeckuii oTuet Ne JlaTa aHau3a
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JaTta npoH3BoACTBA Togen oo
Mifg. License No. / . .
IIponsBoacTBeHHAS : MNB/05/263 MA number: / ; JITI-Ne(004669)-(PT-
Homep PY RU)
Junensus Ne
Analysis performed according ND: / Anasn3 nposexen no HJI: JII-Ne(004669)-(PI'-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».

3aKII0ueHHE 0 cOOTBeTCTBHH: «HacTosumM s IOATBEPXKIAl0, YTO NPUBEAEHHAs BhINIE HHYOPMAIUS ABISETCS
JOCTOBEPHOH M TOYHOM. DTa CcepHs MPOAYKUMH Hpou3BeeHa (BKIIIOYAs YIAKOBKY (MApKMPOBKY) W KOHTpPOJb
KayecTBa) HA BHINICYKA3aHHOM NPOM3BOJCTBEHHOM IUTOMmIaAKe (TUIOMIAAKaX) B IIOMHOM COOTBETCTBHH C
TpeboBanuaMH [IpaBuil Hajulexaliell MPOU3BOACTBEHHOM NpakTHUKH EBpa3suiickoro sKOHOMHYECKOTO coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsOpst 2022) u TpeOOBaHUAMH KOHTPOJIS KQ4eCTBa JIEKAPCTBCHHBIX CPENICTB,
a TakXe B COOTBETCTBHH CO CIENM(PUKAITUAMHE, COJICPKAIIMMUCS B PETHCTPAIMOHHOM JOChe CTPAHBI-MMIIOPTEPA.
3amnucH 1o IPOU3BOACTRY, YIIAKOBKE M aHATU3Y IPOBEPEHEI, X YCTAHOBJICHO HX COOTBETCTBHE TpeboBaHwsaM [Ipasui
HaJJIexKaIe Mpou3BOACTBEHHOM IPaKTUKU EBpasHiCKOro 3KOHOMHYECKOTO COI03a).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Tpoaykt cooTBeTcTBYeT TpeOoBanusmM HJI 3axaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Exkcutive /
ITonrorosneHo: Ramakant IIposepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykosoguresns
Abhishek Chauhan

e . L
Reprint Date / ' Reprint Date / Reprint Date / =
Hara: 10.05.2025 Hara: 10.05.2025 Hara: 10.05.2025
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