Dr.Reddy’s Q::-'

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIA3A

Or. Reddy's Laboratories Lid
Formufation Unit-5

Vil Khal, Nalagarh Road, Badcli,
Distr. Soan, #.P., 173 205, INDIA
Tel:+91 98164 5600L-062
www.dineddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon® Dxenpece (keroponak) Tabnerku, IHCHIeprapyemMsie B NOJOCTH pra, 10 Mr

Market / Puisok :Russia / Poccus

Batch No / ] Batch Quantity / 3600000 tab /

Cepus Ne B O0nem cepun " 3600000 Tab

Analytical RepoEt No/ . 040002735310 Date of Analysis/ . 22.11.2024

ABanuTHyeckni oTyer Ne Jlara aHaJIH3a

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

J{ata Opou3BOACTBA I'ogen oo

Mifg. License No. / ] .

IIpoussoacTBEHHAS : MNB/05/263 MA number: / i JITI-Ne(004669)-(PT-
Homep PY RU)

Jranenznsg Ne

Analysis performed according ND:

/ Ananus nposegen no H/L: JITI-Ne(004669)-(PT-RU)-190224

Page10of9/Crp. 1 u3 9

No

Ne Test / [lokazarenb

Results / Pe3yanTaTs

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrneie nnockue
Tabnetku ¢ dackoii, ceeTa0-
XKEJITOro LBETa C TPaBUPOBKOH
«I» Ha 0IHO# CTOpPOHE.

Light yellow round flat beveled tablets
with "[* debossed on one side. / Kpyraste
wiockue Ttabyetkn c ackod, cBerno-
ENITOr0 LBETa C IPaBUPOBKOM «I» Ha
OIHO}t CTOPOHE. i

2 Identification / HoenTud

HKanua

Ketorolac / Kemoponax

Complies / CoorsercTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®O-cuexTpsl TOTNOEHHA
WCIILITYEMOTO pacTBOpa M pacTBOpa
craHpaptiHoro  obpa3jsua  KeToponaka
TpOMeTaMHHa JOJACHBL HMETh
MaKCHMYMBI NpH OfHOHA ¥ TOM Xe IUIHHE
BONHBI (£ 2 aM).

Remarks : The Product conforms to

ND/

IIpumeuanue: [IpoaykT coorBeTcTBYET TpeboBaHuam HJ

Conclusion : APPROVED /
3axsmouenne: O_I[OBPEHO

Prepared by /
TlogrorosieHo: Santosh Kumar
Maurya

Checked by /
Ilposepeto: Pawan Kumar

/ Vk—._

Approved by: Manager/Exgeutive /f
Onobpeto: Meuemxep / PyroBonyrells

Abhishek Chauhan Lf

Reprint Date /
Jlara: 22.11.2024

Reprint Date /
Hara: 22.11.2024

Reprint Date /
Jarta: 22.11.2024

Registered Of

ek




Dr.Reddy’s ',’:‘

Dt. Reddy’s Laboratories Lid.
Formulation Unit-6

Vil Khol, Nalggarh Road, Baddi,
Gistt, Solan, H.2, 173 205, INDiA

CERTIFICATE OF ANALYSIS Tel s 92 93166 $6GL1-02
CEPTU®HKAT AHAJIN3A wew.direddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
]]p_ onykr: Keropoa® Ixenpece (keroponak) TabaeTks, ARCHEPrupyemMble B OJOCTH PTa, 10 mr -
Market / Peinor :Russia / Poccus
Batch No / . Batch Quantity / _ 3600000 tab /
Cepusa No F VaAate O6bem cepnn * 3600000 Ta6
Analytical Report No/ . 040002735310 Date of Analysis / . 22112024
AHanuTHYecKHi oTyer Ne JaTta amannsa
Date of Manufacture / . 11/2024 Date of Expiry / - 10/2026
JXara npousBoacTea Togen Ao
Mig, License No. /
Tpo3BoacTEEHHAS : MNB/05/263 A anaber: 4 : ﬁ}})‘m("o"“”a’r‘
JHIeH3ust Ne omep

Analysis performed according ND: / Auanus nposeaen mo HJL: JITT-Ne(004669)-(PT-RU)-190224

o

Page2of 9/Crp. 2 u3 9

No

No Test / [MokazaTean

Results / PesyabTaTsl

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 yaepxuBaHMA
OCHOBHOIO [HMKa Ha XpOMAaTorpaMme
UCTTRITYEMOTO pacTROpa NOTKAQ
COOTBETCTBOBaTH BPEMEHH yIAEPHKHMBaHUA
OCHOBHOTO THKa Ha XpoMaTorpamMme
paciBopa CTaHAAPTHOTO o6pa3ua
KeTopojaka  TpomeTaMuHa  (pasmen
«KomuuecTBEHHOE OTpENeeHnen).

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

ITIpumeuanue; Ilpoaykt cootTeeTcTByeT TpeGosanuam HI

3awnouenne: OJJOBPEH(Y

Prepared by /
ITonrorosneno: Santosh Kumar
Maurya {

i =S

Checked by /
IIporepeno: Pawan Kumar

4

Approved by: Manager/Ex
Onobpeno: Menemiep / P
Abhishek Chanhan

Reprint Date /
Hara: 22.11.2024

Reprint Date /
Hara: 22,11.2024

Reprint Date /
Jara: 22.11.2024

Registered Oifice: 8-2
Tel: +61 50 4863

. Byderabad - 50002
L Email: neali@@dne

CAGa5C7




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

Or. Reddy's Laporatories Lid.
nulation Unit-o

Khai, Nal

For
Y

CEPTHOUKAT AHAJTA3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopoua® Jxcnpece (keroposiak) TabeTKH, JHCTEPrHpyeMbie B MOJIOCTH PTa, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 3600000 tab /

Cepns Ne RS O6beM cepin " 3600000 Tab

Analytical Repourt No/ - 040002735310 Date of Analysis / . 92.11.2024

AnanuTnyeckHii oTyer Ne Jara anaansa

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

JlaTa nponAzBoacTBA I'open a0

Mifg. License No. / ]

Hpou3BoacTBeHHAS : MNB/05/263 MA number: / : ALE BN
Homep PY RU)

nHneH3nsa Ne =

Analysis performed according ND:

/ Ananns nposeaen mo HJL: JII-Ne(004669)-(PT-RU)-190224

Page30f9/Crp.3n2 9

I;.f Test / IlokazaTenn Results / PesyabraTsi Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTcTBYET The retention times of e
Bymunzudpoxcuanuszon 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). / Bpewmena
YIEepXKUBAHHA MMHKOB
2-6yTHITMIPOKCHAHU30Ia H
3-6yTWIrMAPOKCHAHU30NA Ha

XpoMaTorpaMMe HCIBITYEMOro pacTBopa

OOMKHBl  COOTBETCTBOBATH  BPEMEHAM
yaepKUBaHUA TIHKOB
2-GyTnruApoKcHaHn301a 1
3-0y THII'A/IPOKCHAHH30/1a Ha

XpPOMATOrpamMMe pacTBOpa CTAHAAPTHOIO
obpasla 6yTHIrHapoKcHaHu301a (pasaes
«Conepxanue

6y THITHADOKCHaHH301an).

Remarks ; The Product conforms to ND/

IIpumeuanwe: ITpoaykT cooTreTcTBYeT TpeboBanuam H]I{

Conclusion : APPROVED /
3axmovenne: OJJOBPEHO ,{ ’

Prepared by /
TloarorosneHo: Santosh Kumar

Maurya @

Checked by /
ITporepeno: Pawan Kumar
)

Approved by: Manager/Executiife /
Onobpeno: Menemxep / Pyrogganren
Abhishek Chauhan =

—

Reprint Date /
Iara: 22.11.2024

Reprint Date /
Hara: 22.11.2024

Reprint Date /
Jata: 22.11.2024

Registerad Office: $-2-337, Road No. 2, Banjara Rills, Hyderabad - 506034, Telangana, Indic

Tel: +91 40 4500 2800, ¥

CiN




Dr.Reddy’s ‘,':"

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

i2r. Reddy's Laporatories Lid

Formediation Unit-&

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxenpece (keropoaak) Tabaerkn, Aucneprapyemsie B NOJIOCTH pra, 10 mr

Market / Poinox

:Russia / Poccus

= ——
Batch No / . V2402455 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepun 3600000 Ta6
Analytical Report No/ . 040002735310 Date of Analysis / - 22.11.2024
AnaguruyeckHii oraer Ne Jlara anaimsa
Date of Manufacture / . 11/2024 Date of Expiry / - 10/2026
Jarta nponsBogacTBa Tomen no |
Mfg. License No. / : o :
IIponzeoacTBeHHas : MNB/05/263 KA g : LR L A R

Homep PY RU)

JHIeH3Hs Ne =

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

Page4of 9/Crp. 4 u3 9

O)IHOpOJlHOCTb MAaCCHt

I;.f Test / [Toxazarens Results / PesyabTaTsl Specification / Hopma
3 Average weight / Cpeansis 69.9 mg/ 69.9 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macea . . Ot 67,2 mr mo 72,8 mr (70,0 mr = 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;

2/20 tablots not more than + 20 %. /
18/20 Tabnetox — He Gomee =+ 10 %;
2/20 Tabnetok — He Gonee + 20 %.

4 Disintegration time /
Pacnanaemocth

00 min 42 sec / 00 mun 42 cek

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

5 Dissolution / PacTBopeHue

Unit-1/ Tabn-1 100 %
Unit-2 / Tabn-2 ~ 100 %
Unit-3 / Tabn-3 94 %
Unit-4 / Tabn-4 99 %
Unit-5 / Tabn-5 99 %
Unit-6 / Ta6n-6 96 %

Not less than 75% (Q) of
CisH;3NO3*C4H(1NO3 (ketorolac
tromethamine) in 15 min. / He MmeHee
75 % Q) Ci5sH13NO3+CsH 1 1NO3
(xeroponaka TPOMETaMHUH) Jepes 15 MuH.

Remarks : The Product conforms to ND/

ITpumeuanue: [poaykr cooTeercTBYeT TpeboBannsm H/J

Conclusion : APPROVED /
3aknioueHue: O,I[OBPEHOI A

Prepared by /
[MoxrorosineHo: Santosh Kumar
Maurya 4

Checked by /
[porepeno: Pawan Kumar

Opo6peno: Menemxkep / PykonoauT,

Approved by: Manager/Exeg tive!}/
1h

/-6__. Abhishek Chauhan el

Reprint Date /
Hara: 22.11.2024

Reprint Date /
Hata: 22.11.2024

Reprint Date /
HNara: 22.11.2024

Ragisicied it

ana, ik




Dr.Reddy’s ‘%.'.

CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories Ltd,
Formulaticn Unit=5

Vil Khol, Nalagarh Road, Baddi,
Distt. Solan, 5.8, 173 245, IND|A

Tal 1491 98165 56001-02

CEPTUDOUKAT AHAJIA3A

o diraddys.com

|Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Jxcnpece (keroponax) Tabiierky, ANCHEprupyemMbie B noaoct pra, 10 mr

Market / Puinox :Russia / Poccus

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepua No s O6rLem cepun " 3600000 Tab

Analytical Report No / . 040002735310 Date of Analysis / . 29.11.2024

AH”agnTnaeckuii oryer Ne i Jara anannza -

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

JlaTa npousBoacTBa ) Y'oges oo )

Mfg. License No. / ] S e

IIpoussogcTBeHHAS : MNB/05/263 D munben:l/ : 'JIH Ne(004669)-(PT-
Homep PY RU)

Jnumensus Ne

Analysis performed according ND: / Anann3 nposexen mo HJL: JITI-Ne(004669)-(PT-RU)-190224

B |

—

Page 50f9/Cip.5u3z 9

JucnepcHocTh

ioo Test / Ilokxazatenn Results / PesyanTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a

710 pm sieve is formed. / Ob6pasyercs
OAHOpOIHAS CYCHEH3WsA, IpOXoAAlas
CKBO3hE CHTO C pasMEPOM OTBEPCTHM
710 Mxm.

7 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /
1-ruapoxcuaHanor
KeTopoJaka

Below LOD (LOD = 0.0010 %) /
Hike npenena obnapyxexus ([10
=0.0010 %)

not more than 0.5 %; / ue 6oaee 0,5 %;

1-keto analog of ketorolac /
1-xeToaBAIOr KETOpOJIaka

0.04%

not more than 0.8 %; / ne Gonee 0,8 %,

unidentified impurity /

e IMHHMY Hasl
HeHOeHTU(HINPOBAHHASs
TIpUMech

0.02%

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

total impurities /
CyMMa TIpHMCCCH

0.1%

not more than 1.0 %. / re 6onee 1,0 %.

8 Water content /
CopepxaHue BOABI

2.5%

Not more than 7.0 %. /
He 6onee 7,0 %.

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

IIpumeuanue: [Iponyxr coorBeTcTRYET TpeboBanusam HJT BakaroueHue: OZ[OBPEH_Q

Prepared by / Checked by / Approved by: Manager/Exeputive /|

ToxroTosieHo: Santosh Kumar Iporepeno: Pawan Kumar Onobpeno: Menemwkep / Pykosoanyeis

M ; Abhishek Chauh: ol [
aurya 4&\, "FP.—— ) shek Chauhan L

Reprint Date / Reprint Date / Reprint Date /

JHara: 22.11.2024 Hara: 22.11.2024 Hara: 22.11.2024

25837, Ronti N0, 3, &

000624, Telangana, India




Dr.Reddy’s ‘,‘:’.

CERTIFICATE OF ANALYSIS el

D, Reddy's Laboratories Lid
Earmulation Unit-6

Vil Khot, Najegarh Road, Badidj,
Disit Snlrm H.P, 173 205, INDIA

CEPTU®UKAT AHAJIA3A v drreddys.con

Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxenpece (keroposak) TabieTKH, AMCHeprUpyemsie B mojgocty pra, 10 mr

Market / PoIHOK

:Russia / Poccus

—

Batch No / _ Batch Quantity / . 3600000 tab /

Cepusn Ne e O6bem cepHu " 3600000 Tab

Analytical RepOj’t No/ . 040002735310 Date of Analysis / . 22.11.2024

AxHanurHuyeckuii oTueT No JlaTa aHa/nH3a

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

Jarta npon3BoacTBa Toxen no _

Mfg. License No. / ; o i

TIponzBoacTBeHNas : MNB/05/263 Ll T : JHI'N'(004669) L=
Homep PY RU)

aunenzus Ne - =

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

Page 6of 9/ Crp. 639

l}? Test / [loka3aTens Results / PeaynsTaThi Specification / Hopma
9 Residual solvents / OcraTounbie opranuyecKne pacTBOPHTETH
Isopropyl alcohol / 6 ngftab / Not more than 350 pg/tab. /
HzonponaHon 6 MKT B TabneTke He 6anee 350 MKr B TabneTke.
10 | Microbiological purity*/ MukpoGuonornyeckas uncrora®
Total Aerobic Microbial not more than 10° CFU/g; /
Count / ob1iee aucio NA ne Gonee 10° KOE/T;
23pOBHBIX MBKPO-
OpraHH2MOR
Total Combined Yeast and not more than 10?> CFU/g; /
mold count / o61ee yucIo NA He Gonee 102 KOE/T;
OpOXKEBBIX H IUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 | Uniformity of dosage units / 6.7 Acceptance value (47) not more than
OanopogHoCcTh 15.0 Tlokasatens npuemnemocTy (AV)
NO3HPOBAHHLIX €AHHHL Jomxkel 6u1Te He Gonee 15,0.

Remarks : The Product conforms to ND/
ITpumeuanue: IIpogykT cooTeeTcTBYeT Tpebosanmam HJT |

Conclusion : APPROVED / /
3akmouenne: OJOBPEHO

Maurya

Prepared by /
IToarorosaeHo: Santosh Kumar

Checked by /
[1poeepeno: Pawan Kumar

£,

Approved by: Manager/Execufive /
Ono6peHo: Menemiep / Pyko, 0,’111':‘(:.[‘!!:
Abhishek Chauhan -

Reprint Date /
Hara: 22.11.2024

Reprint Date / '
Jara: 22.11.2024

Reprint Date /
Jara: 22.11.2024

rlanzana, nuia

erabad ‘a(Jf;(
1




Dr.Reddy’s ‘,‘:'.

Dr. Reddy's Laborataries iid,
Formualation Unit-6

Vil Keai, Nalagarh Road, Baddgl
Distt. Solan, H.P., 173 205, INDiA

CERTIFICATE OF ANALYSIS fel s #93 93164 H6001-02
CEPTUDOHKAT AHAJIM3A s dereddus com
[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Xl
IMpoaykr: Ketopoa® Ixenpece (keroposax) TabieTky, AHCHEprupyeMbie B Moa0cTH pra, 10 mr
Market / PoIHOK :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepns Ne N o e O6bem cepui " 3600000 Tab
Analytical Repourt No/ - 040002735310 Date of Analysis / . 22112024
ARanHTHYecKHH oTUeT No Jata anaamia
Date of Manufacture / . 11/2024 ‘ Date of Expiry / . 10/2026
Jara npon3BoacTBa T'onen no ]
Mifyg. License No./
IIponaBogcrBenHas : MINB/05/263 I_I\;IA nuxll:;)’er./ : IJ{HU)'M(OM“S))_(PF—
JAHNeH3Hd Ne omep
Analysis performed according ND: / Ananns nposeaen no HJL: JITI-Ne(004669)-(PI'-RU)-190224 4‘
Page 7 of 9/ Crp. 7H3 9
NMO Test / Iloxazarenn Results / Pe3syabTaTs! Specification / Hopma
12 | Assay/KoanuecTBeHHOe 10.1 mg/ 10.1 mr From 9.0mg to 11.0 mg of
onpejaeneHue (100.6 %) CisH(;3NO3+C4H (NO; (ketorolac
: tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o0
11,0 M1t Cy5H3NO0;3C4H,; WO
(xeToposraka Tpomeramun) (ot 90,0 nmo
110,0 % oOT 3agBJIEHHOTO KOJHYECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0966 mg/tab / Not less than 0.042 mg/tab. /
content / Copgepxanue 0.0966 Mr B Tabnetke He menee 0,042 mr B TabneTke.
6yTRACHADPOKCAAHN30012
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

OnHcaHne YNaKOBKH (PA/AL/PE

pack. / TIlo 10 Tabnere

donsry 7 (TIIATT) Poibl'n

KapTOHHYIO.

dcsiccant/HDPE).foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / ITo 10 TabneTok B
information leaflet in a carton | 6nmcrepe u3 (IMTA/AJI/IID c

6muctepe w3 (ITA/AJUTID ¢ | (I13/AN) donery. Tlo 1 unn 2 6nucrepa
prnaronornorutenem/I12BIT) BMECTE C JINCTKOM-BKNAJIBIIIIEM B MauyKy

2 6nu0Tepa BMECTE¢ C JTHCTKOM-~
BRJIAABIIIEM B Mmat Ky

with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

x B | mmaromornotureneM/[I2BII) ¢onern //

. TIv KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanne: IIpomykr cooreercrayer Tpebosannam HJI

3axmoucune: OJJOEPEHQ

Prepared by / Checked by /
Tloaroroeneno: Santosh Kumar Tlposeperio: Pawan Kumar
Maurya {E :

-

Conclusion : APPROVED / ﬂ
b

Approved by: Manager/Exetutive /
Ono6peno: Menemxkep / PyfcoBon
Abhishek Chauhan

\

Reprint Date / Reprint Date / Reprint Date / =
Jara: 22.11.2024 Hara: 22.11.2024 Jara: 22.11.2024
Registerad Gitice; 8-2-337, Road Mo. 2, B.nnjara Hiliz, Hyderabad - 500024, Talangina, india




Dr.Reddy’s ‘,’:".

Dr. Reddy's-Lavorstories Lid,
Formulation Unit-6

Vil Khei Nafagarh Road, Bacddi,
P, 173 205, (NDIA

GG 56801-02

CERTIFICATE OF ANALYSIS i :
CEPTHOHICAT AHAJTA3ZA woasvdrreduys.com
[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpogykr: Keropoa® Jxcnpece (KeToposiak) TabieTk, ARCHeprupyembie B nojocTh pra, 10 mr
Market / PuiHok :Russia / Pocens
Batch No / . Batch Quantity / . 3600000 tab /
Cepusa Ne izl O6nem cepiH " 3600000 Tabd
Analytical Repourt No/ . 040002735310 Date of Analysis / . 22.11.2024
AHaJATHYECKHIT oTHeT N2 JlaTa anannza
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JlaTa mpon3BOACTB2 TI'onen no ol
Mifg. License No./ ] No ~
IpowsroncTBeRHas : MNB/05/263 MA mumbesl : SLIERL{ERE R SR S
Homep PY RU)
JIHNen3Ha Ne
Analysis performed according ND: / Anasus npoeexen mo H/I: JIII-Ne(004669)-(PT-RU)-190224

Page 8 of 9/Crp. 8 uz 9

* When the drug product is released, the quality control for Microbiological Puvity is performed for one batch in

every 20 batches or onc batch per year whichever is more.
* [Ipy BLITYCKe JIEKAPCTBEHHOrO NIPENAPaTA KOHTPO/IbL KauecTBa 1o nokasaremo «MukpoGuoaornteckas

YHCTOTa» NPOBONUTCA AN Kaxkaoil 20-0l cepHH, HAH OISt OXHON CEPHM B rof, B 3aBHCHMOCTH OT TOYO0, 4TO

HACTYMHT paHbLLIe.

API name / Haumenoranune ADPC:

Ketorolac tromethamine / Ketoponaka TpoMeTaMuH

INN/ MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun nponspognteas APC:

ABRH007413

FP Manufacturer API Batch number /
Homep cepud CyGCTAHIHM IPOH3BOJHTEAN
TJId:

FERA00477

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

Dr. Reddy's Laboratories Ltd., India /
I-p Penpu'c Jlabopatopuc Jitn., Muaus

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

HaumMeHoBaHMe, axpec, JHNEH3UA ANA
IIponsBoacTBeHnan nuomanka / Ilnomagka
KOHTPoAN KadecTBa / IlToIIagKa BLIMYCKA

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

IT-p Peanu’c Jlabopatopuc JIta., Uuaus, [poussoacTBeHHOE
nonpasaenenne-6, Bumn. Kxons, Hanarapx Poya, banau, JucTpHkT
Condn, X.I1., 173205, Uaaus (stiuensns noMep MNB/05/263)

Remarks : The Product conforms to ND/

IIpumeuanue: [Iponykt cooTBeTCTBYET Tpeboranuam HJ

Conclusion : APPROVED /
3aknrouenne: OQJJIOBPEHO j A

Prepared by / Checked by / Approved by: Manager/Executive/ |
[Toxrororneno: Santosh Kumar TpoBepeno; Pawan Kumar Onobpeno: Menemxep / Pykgroauteisb
Maurya N LTj : Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hara: 22.11.2024 Hata: 22.11.2024 Hata: 22.11.2024

INgng, i




Dr. Reddy's Laboratories Lid
Formulation Unit-6

@
. e il Yhal, Nalegarh Road, Bade;
Dr. Reddy S ‘... ;‘j,li,;ltL '_],L) v HRL AT , S, INDIA
CERTIFICATE OF ANALYSIS Tal: #91 93165 56001
CEPTHOUKAT AHAJA3A s direddys.com

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

Hpoayxr: Keropoa® xenpece (keroposak) Tabnerkn, xucneprupyembie B MoJ10cTH pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / ] Batch Quantity / _ 3600000 tab /
Cepua Ne A O6beM cepHH " 3600000 T26
Analytical Repourt No/ . 040002735310 Date of Analysis / . 22.11.2024
AHRanaTHYecKHH oTyeT No Hdara anaju3a

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

Jara npon3BoacTBa T'ogen 10

Mfg. License No./ ) o e
ITpoussogcTEEHRAs : MNB/05/263 MA number: / : m_N'(004669) Lt

: Homep PY , RU)
JTHuen3ns Ne
Analysis performed according ND: / Arann3 nposegen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 90of9/Crp.9m3 9

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.
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.

3aKio4yeHHe 0 coOTBeTCcTBUH: «HacToammM 1 DOATBEPKAAI0, YTO [IPHBEAEHHAS BBIIE MHQOpPMAIHS ABIIACTCA
JOCTOBEpHOH M TOYHOH. DTa CepHs MPOAYKIMK [pOM3BeleHA (BKIIOYAS YIAKOBKY (MAapKHPOBKY) M KOHTDOJb
KayecTBa) Ha BHIUCYKa3aHHOM TPOM3BOJCTBEHHON IIIOINanke (IUIOINAAKaX) B IOJHOM COOTBETCTBHH C
Tpe6oBanuamy [Ipasui Hayiexamed TPOM3BOIACTBEHHON NPAKTHKE EBpa3HHCKOro 3KOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) 1 Tpe6oBaHUAMH KOHTPOJII Ka4€CTBa JIEKAPCTBEHHBIX CPEIICTB,
a TAK)XE B COOTBETCTBHH CO CIICITU(PHUKALUAMHE, COAEPKAUIUMHUCA B PETHCTPAMOHHOM JI0ChE CTPaHBI-UMIIOpTEpa.
3amIKCH N0 NPOU3BO/ICTBY, YIIAKOBKE K AaHATHM3Y TPOBEPEHEL, U YCTAHOBJICHO HX COOTBETCTBME TpebosarusM I1pasui
HajJIeXKalled TpOH3BOACTBEHHOM IpakTHKY EBpa3sniickoro 5K0HOMHYECKOI0 COr3ay.

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

ITprmeuanue: IIpoaykT cooTBeTCcTBYET TpeboBaHuaM H]I 3axmovenne: OJOBPEHOf

Prepared by / Checked by / Approved by: Manager/Exectjtive /

IMoarorosneno: Santosh Kumar [Mposepeno: Pawan Kumar Onobpero: Menemxep / Pyl!gaomtjr_cn —

M / & Abhishek Chauhan > }
aurya 4 A a 3

Reprint Date / Reprint Date / Reprint Date /

Jara: 22.11.2024 Iara: 22.11.2024 Hara: 22.11.2024
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