Dr.Reddy’s Qi’-’

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

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

vill. Khol, Malagarh Read, Baddi,
Distr. Solan, H.P., 173 205, INGIA

T - 0.01 Q02165 620100
el IR RS S et e R iie VAR L S

CEPTHOUKAT AHAJIU3A

www.drraddys.cam

Hpoaykr: Keropon® Ikenpece (Keroposak) Tabaerk., anciepriupyesibie B N0JI0CTH Pa, 10 mr e ol

Market / Peiiok :Russia / Poccus

Batch No / . Batch Quantity / ~ 3600000 tab /

Cepnsn Ne Sl O6Bem cepui " 3600000 Ta6

inalytlcal Rep00rt No/ . 040002985779 Date of Analysis / . 30.06.2025
HAAHTHYeCKHH oT1eT Ne JlaTa aHanH3a

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

JaTa npon3BoacrYsa Nojen 1o

Mfg. License No. /

ITpon3BoaCTEEHHAN - MNB/05/263 MA number: / : JIIE-Ne(004669)-(PT-

Homep PY RU)
nunenzna Ne

| Analysis performed according ND: / Ananns nposesen mo HJL: JIT-Na(004669)-(PT-RU)-190224

Pagel of9/Crp. 1 39

tablets with "|" debossed on one
side. / Kpyrable rnuockue
TabneTKH ¢ dackoHl, ceeTIO-
JKENITOro L{RETA C rPaBUPOBKOH

I;:: Test / [TokazaTens Results / PeayasTaTsl Specification / Hopma
1 Description / Onucaune Light yellow round flat beveled Light yellow round flat beveled tablets

with "[" debossed on one side. / Kpyrnsie
wiockue TabaeTkH ¢ ¢ackoi, CBETNO-
JENTOro lRpeTa ¢ IPaBHpPOBKOR «i» Ha
0ZHOM cTOpOHE.

«l» Ha OQHOH CTOPOHE.

2 Identification / UgenTHHKALIMA

Ketorolac / Kemoponak

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / Y@®-cOCKTPL IMOTIOLICHUA

HCIILITYEMOTO  pacTsopa H  pacTsopa
cTaHgapTHOro  ofpasua  KeToposaka
TpOMETaMHHa JIOMKHBI UMEThb

MaKCHMYMBI TIp¥ OIHOM M TOM e ANuHE
BOJIHEL (£ 2 HM).

Remanks: The Product conforms to ND/
TMpumeuanne: [poaykr cootserersyer Tpebosanuam HIT

Conclusion: APPROVED /
Saxmwouenne: OJOBPEHO

Prepared by / Checked by /
TToAroTOBIIEHO: Rﬁakanl

Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: MeHemxkep / Pykosoautesns
Amit Kumar 8

L S

' Reprint Date /
Jata; 30.06.2025

Reprint Date /
Jlara: 30.06.2025

Reprint Date / Y
Tata: 30,06.2025

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Tetangana, India
Tel: +91 40 4900 2900, Fax: -+91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O0A507

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

[
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Tei . 491 55165 5E00E-S:

CEPTU®HKAT AHAJIM3A

www.drradays.cam

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

ponykr: Keropoa® Ixenpece (Keroponak) TabneTKl, AUCHEPTHPYEMbIC B NOJOCTH PTa, 10 mr

Market / Puinox :Russia / Poccus _
Batch No / i Batch Quantity / _ 3600000 tab /
Cepusa Ne 5 VER2® O6bem cepun 3600000 Tab
Analytical Report No / . 040002985779 Date of Analysis / . 30.06.2025
AHannTHueckHil oTyeT No JaTa apanmsa
Date of Manufacture / . 06/2025 l?ate of Expiry / . 05/2027

| JlaTa npom3BoacTsa 5 Monen 1o
Mfg. License No. /
IIponspoxcTBeHHAS : MNB/05/263 gA nur;)l;er./ : JR}H—M(OM“”—(PF-
nunenzus Ne omep )

| Analysis performed an:cu:;rdiu-;i,r ND: / Araauz o poaen;n_no HUL: JITI-Ne(004669)-(PT-RU)-190224

| No |

No Test / Ioka3aTenb

Results / PesynbTaTth!

Page2 of 9/ Crp. 2 u3 9

Specification / Hopma

Complies / COOTBETCTBYET

The retention time of the main peak on the
chromatogram of test solution should
correspond to thatl on the chromatogram of
ketorolac tromethamine standard solution
(Assay section). / Bpems yaepxuBaHuA
OCHOBHOrO IIMKa Ha XpOMaTorpammMe
UCIIBITYEMOTO pacTBOpa JOJDKHO
COOTBETCTBOBATh BPEMEHM YAEPKMBAaHUA
OCHOBHOrO MNHKa Ha XpoMaTorpammde
pacTBoOpa CTAaHOapTHOTO obpaszua
KeToponaka  TpomeTamMuHa  (pasged
«KomuecTBEHHOE OMpENeNCHIEN ).

Remparks: The Product conforms to ND/
[Ipumeuanve: [TpoaykT coorsercTpyeT Tpeboranuanm HI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
ITogroroenern: Ramakant

Jt

Checked by /
[IpoeepeHo; Pardeep Kumar

o R

Approved by: Manager/Executive /

Opobpeno: Menemxep / PykoBonurens

Amit Kumar : \
N

o X
r"’/

Reprint Date / '

Hara: 30.06.2025

Reprint Date /
Hara: 30.06.2025

Reprint Date / 1
Jlata: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telzngana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com
CIN: L85125AP1984PLCOV4507

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

B
Dr' Reddy,s ‘_... vill. Khol, Malagarh Read, Baddi,

Distt. Solan, H.P., 173 205, INGIA
CERTIFICATE OF ANALYSIS ;. 151 35156 56001-02
CEPTUOUKAT AHAJIN3A www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintég;ating Ta_bie_tsﬁmg—

IIpoayxkr: Keropon® Dxenpece (keroponak) Tabrerky, Ancueprupyesibie B M0J0CTH PTa, 10 mr
Market / PoiHox :Russia / Poccus
Batch No / : Batch Quantity / . 3600000 tab /
Cepna Ne 1 ¥2501323 O6peM cepun " 3600000 Tab
Analytical Repo:‘t No/ . 040002985779 Date of Analysis / . 30.06.2025
AHaTuTHYECKMI 0THeT Ne Jlara aHann3a

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

JlaTa npoM3BoACTBA L 8 Tosen jio :

Mfg. License No. / -
ITpon3BoACTBEHHAS : MNB/05/263 gA nm;,l;,er' 4 : £$N9(004669) Rk
nnensus Ne S =

| Analysis performed according ND: / Anaus nposeaen no HJL: JH1-Ne(004669)-(PT-RU)-190224 ‘
Page3 of 9/ Crp. 3139

‘1\;.00 Test / [okazaTens Results / PeayabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymunzudpoxcuanuzon 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
yoepXuBaHusa MUKOB
2-6yTUATHIPOKCHAHH301 u
3-6yTHArMIPOKCHAHH30a Ha
XPOMATOrpaMMe HCIBITYEMOTrO pacTBOpa
IOKHBl  COOTBETCTBOBAaTb  BPEMEHAM
YHAEPKUBAHHS TMKOB
2-6yTUNrHAPOKCHaHH30a Hu
3-6yTUNTHOPOKCHAHHU30IIa Ha
XpOoMaTorpamMMe pacTBOpa CTaHAapTHOrO
o6pasua GyTunruapokchanusona (pasmen
«Copepxasue
6y THITHIPOKCHAHH30MAY).

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

Tpumeuanue: [Ipoayxr cooTBeTcTBYET Tpedosanusam HJI 3axaouenne: OJOBPEHO

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

IToarotoaneno: Ramakant TIposepeno: Pardeep Kumar | Ono6peHo: Menemxep / i{yKOBOHHTEHb

P&;\.‘U’LT (_\I/_ Amit Kumar K="
ey~ —— N
Reprint Date / Reprint Date / Reprint Date / '
JaTta: 30.06.2025 Jara: 30.06.2025 Jata: 30.06.2025

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




Dr.Reddy'’s ".

Dr. Reddy's Laboratories Ltd
Formulation Unit-&

vill, Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P, 173 205, iNDIA

CERTIFICATE OF ANALYSIS 1. 191 051¢8 5680: 07

CEPTUOUKAT AHAJIM3A

www.drraddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrati_ng Tablets 10 mg
Hpoayxr: Keropoa® Fxenpecc (keroponak) Tabrerkn, AHCHEPrupycMbie B 10A0CTH PTa, 10 mr

Market / Prisor :Russia / Poccus

Batch No / - V2501323 Batch Quantity / ~ 3600000 tab /

Cepust Ne b OGnem cepun " 3600000 Tab
Analytical Repo:‘t No/ . 040002985779 Date of Analysis / . 30.06.2025
AHaguTHHeCKHIT oTyeT Ne JlaTta aHaanza

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

JaTta npoM3BOICTEA TI'ogen mo

Mfg. License No. /

IIponspoAcTBEHHAA : MNB/05/263 MA number: / 0 JII-Ne(004669)-(PT-

Homep PY RU)
nunenszas Ne d

Analysis performe&_ a_ccording ND: / Anaaui nposeaen no HJ: JTI'[-.NQ@(GGEJ)-(PF—RU)-190224

Paged4of9/Crp.4m39

OaHopoaAHOCTL MACChl

i.no Test / Moka3aTenb Results / PezynbraThl Specification / Hopma
3 Average weight / Cpeanss 68.8 mg / 68.8 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . Ot 67,2 Mr 10 72,8 mr (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 Tabnetok — He Oonec =+ 10 %;
2/20 Tabnerox — He Bonee + 20 %.

4 Disintegration time /
["'ACnanaAcMocTy

00 min 17 sec / 00 mun 17 cex

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

5 Dissolution / PacTeopenne Unit-1/ Ta6a-1 99 % Not less than 75% (Q) of
) CsH;3NO3C:sH, I NO; (ketorolac
Unit-2 / Tabn-2 97% tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 97 % 75 % Q CisH13NO3+C4H 11 NO3
- (keToponaka TpoOMeTaMUH) uepes 15 MUH.
Unit-4 / Tabn-4 97 %
Unit-5 / Taba-5 99 %
Unit-6 / Tabn-6 99 %

Remarks: The Product conforms to ND/

[pumeuanue: IIpoaykr cooTseTcTByeT Tpebopanuam HL

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
[Toarotosneno: Ramakant

Checked by /
[Mpoepeno: Pardeep Kumar

P f—

Approved by: Manager/Executive /
Onobpeno: MeHemxep / PykoBogutesib
5 Amit Kumar 2

ffr\ ".-r"’"

Rl
Mt/
Reprint Date / |

JHata: 30.06.2025

Reprint Date /
Jara: 30.06.2025

Reprint Date/ !
Tlata: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85125AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P, 173 205, iNDiA
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CEPTH®HEAT AHAJIM3A

wwiw, drraddys.cam

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Dkcnpece (keropoiak) TabaeTk, Acneprupyemsie B H0J0CTH pTa, 10 mr
| Market / Prinok :Russia / Poccus
Batch No / i Batch Quantity / 3600000 tab /
Cepitn Ne 1 V20823 O6Bem cepint " 3600000 Tab |
Analytical Report No/ . 040002985779 Date of Analysis / . 30.06.2025
Ananurn4ecknii oTyer Ne JlaTa aHaM3a
]T)ate of Manufacture / - 06/2025 Date of Explry / - 05/2027
Jata nposn3gojeTBa T'ogen ao
Mfg. License No. / ) . N
| Mpon3sBomcTBEHHAsS - MNB/05/263 ML T LI R A
Homep PY RU)
| nanensug Ne

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

PageS of 9/ Crp. Sms 9

i.:) Test / [TokasaTenn Results / PesyJjibTaTh! Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
JducmepcHocTh 710 pm sieve is formed. / O6pasyerca
ONHOpOAHAN CYCITIEH3UR, NPOXOlsllas
CKBO3b CHMTO C pa3MepoM OTBEPCTHi
710 MKM.
7 Impurities / [IpumecH
1-hydroxy analog of not more than 0.5 %,; / ne 6onee 0,5 %,;
ketorolac: / .
1-ruapoxcHaHanor BJUILED 76
KeTopo/1aKa
1-keto analog of ketorolac / 0.04% " not more than 0.8 %; / He Gonee 0,8 %; ]
1-KeTOaHANOT XeToponaKa
unidentified impurity / 0.02% not more than 0.5 %; / He Gosee 0,5 %;
eAUHHYHas ’
HPREHTAQUTIMNNRAHRAT
NpUMECE
total impurities / 0.1% not more than 1.0 %. / He Gonee 1,0 %.
cyMMa npumecei
8 Water content / 25 % Not more than 7.0 %. /-
Capepxange BOJbI He 6onee 7,0 %.

Remarks: The Product conforms to ND/
I[Ipumeuauue: Mpoxykr cootsercrayer Tpebosanuam HJL

Conclusion: APPROVED /
Saxmouenne: OJJOBPEHO

Prepared by /
IToarotrosneHo: Ramakant

T

Checked by /
[MposepeHo: Pardeep Kumar

Q\E"":I 3

Approved by: Manager/Executive /
Ono6peHo: Menemiep / PykoBonutess
Amit Kumar A >

/

—

Reprint Date / '

Hara: 30.06.2025

Reprint Date /
Jlara: 30.06.2025

Reprint Date / '
Jara: 30.06.2025

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderahad - 500024, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com
CIN: L85195AP1984PLCO04507
www.drreddys.com




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

will, Knaol, Nalagarh Read, 3addi,
Distt, Solan, H.P., 173 205, IN CiA
Tel : +91 93165 5¢061-02
www.drraddys.corm

@a
y L ]
Dr.Reddy’s ‘,’
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

|Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxy: Keropoa® Dxcnpece (keToponak) Tabnery, aucneprapyemsie 8 no10cTn pra, 10 me
Market / Poisox :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /
Cepns Ne 1k O6nem cepun " 3600000 Tab
Analytical Repog’t No/ . 040002985779 Date of Analysis / . 30.06.2025
AnanuTiuecknii oruer Ne Jara anaJH3a
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JaTa npompoaciea I'onen xo o=
Mfg. License No. / ] o
IIpouspoacTBeHHas - MNB/05/263 MA number: / ;. JIIE-Ne(004669)-(PT-
Homep PY RU)
unensus Ne

Analysis performed according ND: / Anans mposenen mo H/l; JITI-Ne(004669)-(PT-RU)-190224
Page 60f9/Crp. 6139

1;,:' Test / [ToxasaTear Results / Pe3ynbTaThl Specification / Hopma

9 Residual solvents / OcTtaTouHsle OpraHuyecKHe pacTBOPHTENN »
Isopropy!l alcohol / 21 pg/tab/ Not more than 350 pg/tab. /
Hzonponanon 21 Mxr B Tabaerke He 6onee 350 MKr B TabIETKE.

| 10 | Microbiological purity*/ Muxpofnonorigeckas yucrora*
Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / o611iee YMuCIO e Gonee 10° KOE/r;
a3pO6HBIX MHKpO-
OpraHu3MOoB
Total Combined Yeast and NA not more than 10° CFU/g; | E
mold count / ofiuee uucno ue 6onee 10 KOE/T;
IPOMOKEBBIX M IUIECHEBBIX
rpu6oB
Fischerichia Calt NA shell be absent in 1 gram. /
orcyreToHe D 1 I

11 | Uniformily of dosage units / 4.6 Acceptance valuc (A7) not morc than
OQHOPOAHOCTH 15.0 [Mokazatens npyemiemocts (AV)
1031 POBAHHbBIX EAMHHL IOJhKeH 65ITh He 6onee 15,0.

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Remarks: The Product conforms to ND/
[pumeuanue: [lpoaykT cooteetcTByeT Tpebosanmam HJ

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

[ToAroToBIeHo: Ramakrmi_

[MposepeHo: Pardeep Kumar

o —

Onofpeno: Menexkep / Pykosonurens
Amit Kumar /\ \

@v&ff/

Reprint Date /
JHara: 30.06.2025

Reprint Date /
Hara: 30.06.2025

Reprint Date/ '

JaTa: 30.06.2025

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

Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drredays.com



Dr.Reddy'’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
y/ill, Khol, Nalagarh Fead, daddi,
Distt. Soian, H.P., 173 205, INDIiA

AW AA s gy LN Ty
e vl TUlla JLwuilue

CEPTHOHUKAT AHAJIM3A

www.drreddys.coin

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponykr: Keropoa® Sxcenpece (keTopoaak) Taderk, Ancneprupyemsie B AOJ0CTH pra, 10 mr

Analysis performed according ND: / Ananns nposeaen llo_l-t)l: JITE-Na(004669)-(PT-R1j)-190224

Market / Peiniok :Russia / Poccus

Batch No / . V2501323 Batch Quantity / 3600000 tab /

Cepus Ne ‘ OGBem cepaH * 3600000 Ta6

Analytical Repourt No/ - 040002985779 Date of Analysis / . 30.06.2025

AHaTUTHYECKHH 0THeT Ne JlaTa anaau3a

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

Jara mpon3sojcTBa I'open ao S !

Mfg. License No. /

IpoussomcrBenHan : MNB/05/263 L T AL QUSSR S (RIS
Homep PY RU)

annensna Ne

[

Page70f9/Cip. 739

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information lcaflct in a carton
pack. / Tlo 10 Tabnerok B
omucrepe u3  (ITA/ATVIIS ¢
pnaronornorurenem/I13BIT)
¢onwru // IT3/AJT) donsru. Io
2 GaucTepa BMECTE C JHUCTKOM-
BKJIAZbILIEM B nauKky
KapTOHHYO.

1;? Test / IlokasaTeb Results / PesyabTaThl Specification / Hopma
12 | Assay/KoauyecTBeHHOE 9.9mg/9.9 Mr From 9.0mg to 11.0mg  of
onpeeseHue (99.4 %) C15H(3NO3=C4H, NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr 1o
11,0 mr CisH1sNO3*CsH [ )NO;3
(keToponaka TpomeTamud) (oT 90,0 1o
110,0 % oT 3afBIEHHOrO KOJNMYECTBa) B
TabneTke.
13 | Butylhydroxyanisole 0.0971 mg/tab / Not less than 0.042 mg/tab. /
content / Conepxanue 0.0971 mr B Tabnerke He menee 0,042 Mr B TabneTke.
6yTHArHAPOKCITaHU30JIA
14 | Package description/ 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHMe yNaKoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / ITo 10 TabneTok B
6nHeTepo 3 (ITA/AJITID c
praronornoturenem/TIOBIT) doneru /
(II3/AN) ¢onbru. ITo 1 wmm 2 6Gnucrepa
BMECTE C JIMCTKOM-BKNaIbILIEM B IMauky
KApTOHHY1O.

Remarks: The Product conforms to ND/
[Ipumedanue: IIponyxT cootseTcTBYeT Tpebopanmuam HJT

Conclusion;: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /
Hoxaroroeneno: Ramakant Mposepero: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: MeHemxep / PykoBoauTenb
Amit Kumar A

N

T

fukd -
\

Reprint Date /
Jara: 30.06.2025

Reprint Date /
Hara: 30.06.2025

Reprint Date /
Jara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara wills, Hyderabad - 500024, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.coni
CIN: L85195AP1984PLCOD4507

www.drreddys.com




Dr.Reddy's “g‘

CERTIFICATE OF ANAT YSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

will, Khel, Malagari Read, Saddi,
Diste. Solan, H.P, 173 205, INDi&

Fei: +91 56065 56001-07

CEPTHOUKAT AHAJTA3A www.drraddys.com
Product: Ketorol Explzsmetorolac) Orally Disintegrating Tablets 10 mg
Hpoaver: Keropoa® Ixenpece (keropoaak) TabieTRi, ANCHEpIHpYeMbie B NOJT0CTH PTa, 10 mr = =S
Market / Prinok :Russia / Poccns "
Batch No / ] Batch Quantity / 3600000 tab /
Cepnsa Ne = O0neM cepnn " 3600000 Tab
Analytical Repo:‘t No / - 040002985779 Date of Analysis / . 30.06.2025
Ananurnscckuii oraer No Nara anaausa
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JaTa npos3BoacTBa Tonen o -
Mfe, License No. /
IlponsBoacTBEeHHASA : MNB/05/263 b1 b 1 MR S

Honep PY RU)

JHUeH3HsT No B == i I e e e -, oo
Analysis performed according ND: / Auaans nposenen mo HJI: JITI-Na(004669)-(PI-RU)-190224

Page80f9/Crp. 8139

* 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.

* [Ipn BLINycKe JIEKapCTBEHHOT0 MPenapaTa KOHTPOJIb KAa4eCTBA 110 NOKA3ATENt0 «MuxpobGuonoruyecKast
YHCTOTa» MPOBOANTCS A8 Kaxaoi 20-0i cepHH, WK AN 0OAHOI CepHH B IOA, B 3ABHCHMOCTH OT TOrO, 4TO

HACTYNUT paHbLUE.

API name / HaumenoBanne APC:

Ketorolac tromethamine / Keroponaka TpoMeTaMmH [

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

I'JIP:

. ABSH001108, ABSH001207
Homep cepns npoussoantens APC:
FP Manufacturer API Batch number /
Homep cepiu cyOCTAHNHH NIPOHM3BOAHTC/IA FESA00215, FESA00168

API Manufactured by & country /
ponssogutear A®C, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penau'c JlaGoparopuc Jlta., UHaus

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

HaunmenosaRHe, agpec, JJHIEH3Hs Jas
Ilpon3BoacTBEHHAA NOMWANKA / Ilnomagxa

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

JI-p Penau’c JTaGoparopwc JIta., Unnus, [Ipou3BoacTBeHHOE
noapazaenenue-6, Bunn, Kxons, Hanarapx Poyn, banay, JNCTpUKT
Conan, X.I1.,, 173205, Uupmns (MnLen3vs Homep 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/

Ipumeuanue: [TpoaykT cooTeTeTByeT Tpebosanuam HII

Conclusion: APPROVED /
Baxmouenne: OJJOBPEHO

Prepared by /
TToprotogneHo: Ram_;\kant

&

Checked by /
IMpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurenb

Ammit Kumar : &%
N e

1

Reprint Date /
Jara: 30.06.2025

Reprint Date /
JHara: 30.06.2025

Reprint Date / v
ITaTta: 30.06.2025

Ragistered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: --91 4G 4900 2999, Email: mail@dreeddys.com
CIN: L85105AP1984PLCO04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd
Formulation Unit-&

@
. N .
Dr’ Reddy S . d yill. Khol, Nalagarh Read, Badai,
Distr. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS el : +51 33168 5600107
CEPTHOMKAT AHATTHIA pw.drradiys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg‘ )
Iponyicr: Keropon® Dikenpece (keToponak) TabaerTky, AUCHEPINPYEMBIE B IOJIOCTH T4, 10 mr o 3
Market / PriHok :Russia / Poccus
Batch No / . V2501323 Batch Quantity / 3600000 tab /
_Cepun Ne i O61em cepHn " 3600000 Tab
. Analytical Repo:’t No / . 040002985779 Date of Analysis / . 30.06.2025
| AHAIITHYECKHIT 0TdeT Ne Jlara aHaTKH3A
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JaTa npoM3BoacTBa | T'ogen 1o
Mfg. License No. / . .
TpouspoacTBEHHAS : MNB/05/263 U [T 2 7 UL
Homep PY RU)
| nHmenzna Ne . | '

! Analysis pert‘ormgc_i_ gcoi‘_c_l_in_g ND: / Auanus nposegen no HJT: JITT-No(004669)-(PT-RU )-190224 |
Page 9 of 9/Crp. 9 m3 9

product has been manufactured, including packaging/labcling 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».

3aKJII09eHHe 0 COOTBETCTBHHM: «HACTOSIMM S TOATBEPK/IAI0, YTO NPHBEACHHAA BEINE HHGOPMALNSA SBIIACTCA
JOCTOBEPHOM W TO4YHOMN. JTa CepHs MPOLYKIHH NMpOU3BE/eHa (BKIFOYas YNaKOBKY (MapKHpOBKY) W KOHTPOJIb
KayecTBa) HA BGLIIIEyKa3aHHOM NPOU3BOACTBEHHOM Inlomanke (IUIOWAAkax) B IONHOM COOTBETCTBHH C
TpeGoranusMu IIpaBui Hajulexalnell TPOM3BOACTBEHHOMH MPAKTHKH EBpa3suifcKoro SKOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) u Tpe60BaHUSAMH KOHTPOJIS Ka4€CTBA JIEKAPCTBCHHBIX CPE/CTB,
a TaKxe B COOTBETCTBHH CO CIIENH(PUKAUIMH, COACPXXAIMMHUCS B PETACTPAlHOHHOM JI0CBE CTpaHbI-MMIIOPTEPA.
3amycy 10 NPOU3BOJCTBY, YIAKOBKE U aHATM3Y IIPOBEPEHEI, H YCTAHOBJIEHO KX COOTBETCTBUE TpeboBanmuaM IIpasun
HaUIeXAaI(el MPOU3BOICTBEHHOM NpakTHKH EBPasuifCKOT0 3KOHOMHYECKOTO COI03a».

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

Opumeuanue: [ponyxr cooreerctByet TpebopaHuam HIT 3axmouenne: QJJOBPEHO

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

Ilomroroeneno: Ramakant Iposepero: Pardeep Kumar | Ono6peno: Menemxep / PykoBonurens
R e |

Reprint Date / ) Reprint Date / Reprint Date / '

Hara: 30.06.2025 Hara: 30.06.2025 Hara: 30.06.2025

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 91 40 4500 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLCO04507
www.drreddys.com




