Dr.Reddy’s €3¢

CERTIFICATE OF ANAL.YSIS

CEPTUOHKAT AHAJIN3A

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

Hpoayxr: Keropon® Jxcnpecc (keToposiak) TabiieTKH, AHCNEPTHpYEMbIe B ITOJIOCTH pTa, 10 Mr

Market / Prinox :Russia / Poccust

Batch No/ . Batch Quantity / 3600000 tab /

Cepns Ne - Vaaaea2 Ofbem cepHu " 3600000 Tab

Analytical Report No/ - 040002831790 Date of Analysis / . 11.03.2025

AnannTHyeckHii oTyer No JaTa anannza

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

Hata npousBoacTBa T'onen no

Mifg. License No. /

MpoussoacTBennas : MNB/05/263 Wbl g LR S0 2 2
Homep PY RU)

JHneH3ns No

Analysis performed according ND: / Auanu3 nposeaen no HJI: JII-Ne(004669)-(PT-RU)-190224

Pagelof9/Cip. 1139

Specification / Hopma

IJ\J%o Test / [lokasaTennb Results / Pe3ynbsTaTbl

1 Description / Onucanue Light yellow round flat beveled
tablets with "[" debossed on one
side. / Kpyrnsie nnockue
TabaeTkH ¢ dackoit, cBeTIO-
JKEJITOrO LBETa C FPaBUPOBKOIA
«I» Ha onHo# cTOpOHE.

2 Identification / UnenTnduxauus

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrieie
miockue TabneTku ¢ dackoif, CBETO-
KENTOr0 I[BeT2 C IpaBUPOBKOH «I» Ha
OIHOH CTOPOHE.

Ketorolac / Kemoponax

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y@-crneKTpbl NOTIOLIEHAS
HCOBITYEMOr0 pacTsopa U pacTBopa
CTaHOapTHOro  o6pasia  KeTopoJaka
TPOMETaMHHa HDOJIKHBI HMETb
MaKCUMYMBI TIPH OfHOM U TO¥ Xe AJIMHE
BOJIHBL (+ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: [Tpoxykr cooTBeTcTBYET TpeboBanuam HII

Conclusion : APPROVED /
3ararouenne: OJJOFPEHO

Prepared by / Checked by /
IToaroTorieHo: Yogc?} Chauhan

of

ff _J/‘ 7% Maurya

TTpoeepeno: Santosh Kumar

)
v
-

Approved by: Manager/Executive /
Onobpeno: Menemiep / PykoBoauTens

Amit Kumar R
N~

Reprint Date /
Jata: 11.03.2025

Reprint Date /
Hata: 11.03.2025

Reprint Date / L

Hata: 11.03.2025

Al —




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIHA3A

Di, Reddy's Laboratories Ltd.
P ; U

Raddi,
INDILA

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Jkcnpecc (keroposiak) TabJeTKR, AHCnepripyemsie B 10JI0CTH PTa, 10 mr

Market / Prinox :Russia / Poccus

Batch No / ] Batch Quantity / 3600000 tab / =1

Cepua N2 2300322 O0bemM cepHH " 3600000 tab

Analytical Report No / , Date of Analysis / ]

AHanHTHYecKHit oTHeT No ST JlaTa anannsa LR

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

Jara npox3BoACTBa T'onen oo

Mifg. License No. /

IIpousBoacrBenHAN : MNB/05/263 S aTn g ; AU P I
Homep PY RU)

JIHIeH3AnA Ne

Analysis performed according ND: / Arasnn3 nposeaen mo HJT: JITI-Ne(004669)-(PI'-RU)-190224

Page20f9/Crp.2m39

No

No Test / [TokasaTens

Results / Pe3yJabTaTb!

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 yHepXHBaHWs
OCHOBHOIO [HKa Ha XpomarorpaMme
HCIBITYEMOTO pacTBOpa OOJIKHO
COOTBETCTBOBATh BPDEMEHH YIEPKMBAHUA
OCHOBHOrO TMKa Ha XpoMaTrorpaMme
pacTBOpa CTAHJAPTHOTO o6pazna
KeTopoliaka  TpoMeTamuHa  (pasaen
«KonuuecTBEHHOE ONPEHCIEHUEY).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: Ilponykt coorseTcTBYET TpeOOBaHMAM HIT Jaxmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Toxarotoeneno: Yogesh Chauhan | TIpoBepero: Santosh Kumar | Ono6peno: Meremxkep / PykoBomurens
v Maurya Amit Kumar e

;:f"/ V a i @L N
Reprint Date / . Reprint Date / Reprint Date / !
Hara: 11.03.2025 Hara: 11.03.2025 Hara: 11.03.2025

o e -
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Dr.Reddy’s Q}'

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJTA3A

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

IIpoaykr: Ketopoa® Dxenpecc (keropoiak) TabaeTks, Aucneprupyemole B 10J10CTH pra, 10 Mr

Market / Prinok :Russia / Poccus
Batch No / _ Batch Quantity / . 3600000 tab /
Cepus Ne V2300322 O6bem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002831790 Date of Analysis / . 11.03.2025
AnanntTHueckuii oryer Ne Jata ananu3a
Date of Manufacture / - 02/2025 Date of Expiry / - 012027
/aTa npousBoacTBa T'onen xo
Mfg. License No. /
IlpouspoacTBeHRAnA : MNB/05/263 STV T : AL ENE (LR S
Homep PY RU)
JHueH3Hsi Ne —

Analysis performed according ND:

/ Ananns npoeeden no H/: J]II-N'2(00456;)-ﬁ-RU)—190224

Page3of 9/ Crp.3 M3 9

and
peaks

butylhydroxyanisole

butylhydroxyanisole on

«CogeprxaHue
GYTHINrHOPOKCHAHU3ONAN).

2.“0 Test / TlokasaTeinb Results / PesynbTaThi Specification / Hopma
| Butythydroxyanisole / Complies / CQOTBCTCTByeT__ The retention times  of 2-
FBymuneudpokcuanuson butylhydroxyanisole and 3-
butylhydroxyanisole peaks on 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
YIepKUBaHHS IIHKOB
2-6yTWIrnApOKCHAHHU30MA H
3-6yTHIrHAPOKCHaHU3OoNA Ha

XpOMaTorpaMMe MCIBITYEMOTO pacTBopa

JOJDKHLI  COOTBETCTBOBAaTh BpEMEHaM
yAepKUBAHKA NYKOB
2-0yTHIruApoKCHaHU30Ma H
3-6yTunruapokcuaHrsona Ha

XpoMaTorpaMMe pacTsopa CTaHZAPTHOTO
o6pasua GyTHITHAPOKCHAHN301a (pasmies

Remarks : The Product conforms to ND/

Ilpumeyanue: [TpoaykT cootsercTByet TpeboBaHuam HJL

Conclusion : APPROVED /
3amouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarotosneHo: Yogesh,Chavhan | IIposepeno: Santosh Kumar | Onobpeno: Menemxkep / Pykosogutens
22 Maurya ) Amit Kumar v
g / Iy i)&- ) A’ ,/
Reprint Date / Reprint Date / Reprint Date / )
Hara: 11.03.2025 Jara: 11.03.2025 Hara: 11.03.2025




Dr.Reddy’s €&¢

CERTIFICATE OF ANALYSIS

pr. Reddy's Laboratories Ltd
: tion Unit-6

CEPTUPHKAT AHAJIM3A

LCom

[Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® dxcnpece (keToponax) Tabnerkn, AucneprapyeMeie B nonocts pra, 10 mr

JHeH3ns Ne

Market / Prinok :Russia / Pocons o —
Batch No/ . Batch Quantity / . 3600000 tab /
Cepusn No e G2 O6beM cepHH " 3600000 Ta6
Analytical Repo“rt No/ . 040002831790 Date of Analysis / . 11.03.2025
Anamuruieckuii oruer Ne Jara ananusa
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027
Jdara mponspoacTea T'onen a0 =
Mfg. License No./

- MA number: / . JITI-Ne(004669)-(PT -
ITpousBocTBEHHAS : MNB/05/263 Homep PY * RU)

Analysis performed according ND: / Ananns nposeen mo HJI: JITI-N2(004669)-(PT-RU)-190224

Paged4of 9/Cip.4n39

I}f Test / IToxa3aTenn Results / Pe3ybTaTsl Specification / Hopma
3 __Average weight / Cpeausis 70.0 mg / 70.0 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macea . Ot 67,2 Mr no 72,8 mr (70,0 Mr £4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;
OAHOPOAHOCTHL MacCChl 2/20 tablets - not more than £ 20 %. /
18/20 Tabnetok — He O6onee = 10 %;
2/20 tabnerok — He Gonee + 20 %.
|
4 Disintegration time / 00 min 42 sec /'00 MuH 42 cek Not more than 3 min. / He 6oyree 3 Mun.
Pacnagaemoctsb
5 Dissolution / Pacreopetue Unit-1 / Ta6n-1 98 % Not less than 75% (Q) of
. C1sH13NO3CH ;1 NO3 (ketorolac
Unit-2 / Tabn-2 99 % tromethamine) in 15 min. / He Mmenee
Unit-3 / Ta6n-3 96 % 75 % Q) Ci1sH3NO3C4H11NO;3
. (KkeTOpoJiaka TPOMETaMHH) uepes 15 muH.
Unit4 / Tabn-4 102 %
Tnit-5 / Ta6n-5 * 101 %
Unit-6 / Ta6n-6 94 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[pumeuanue: IIponykT cootseTcTByeT Tpeboranuam HJI 3axmouenne: OJIOBPEHO

Prepared by / Checked by /

HoaroroeneHo: Yogesh,Chauhan

{U»‘ %;

Maurya

TTpoeepeno: Santosh Kumar

@

Approved by: Manager/Executive /
Onobpeno: Menenxep / Pyxopoautens

Amit Kumar v
N

|

Reprint Date /
Hara: 11.03.2025

Reprint Date /
Jara: 11.03.2025

Reprint Date / !
Tava: 11.03.2025

ana, India




Dr.Reddy’s ‘g'

CERTIFICATE OF ANALYSIS

Laboratories L.
Tj-&

Dk

CEPTHOHKAT AHAJTN3A
'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
poaykr: Keropon® Jxenpece (keroposak) TabieTku, AHCHepripyembie B NONOCTH PTa, 10 mr o =X
Market / Prinok :Russia / Poccus
Batch No / - Batch Quantity / . 3600000 tab /
Cepusn No 200022 O6bem cepHH " 3600000 Tab ol
Analytical Repourt No/ - 040002831790 Date of Analysis / . 11.03.2025
Aj!ananﬂecxun oTyer No Jlara asanu3a
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027
Jara npoH3BOACTEA = = T'ogen no
Mfg. License No. / a
IlponsBoJcTEEHHAS : MNB/05/263 MASnumber:!/ : JILL-Ne(004669)-(PT -
Homep PY RU)
aunenzns Ne —

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

Page50f9/Crp. Sus 9

-

JIucrnepeHocThL

1;.'? Test / Iloka3aTenn Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 pm sieve is formed. / O6pa3syercsa
OMHOPOAHAS CYCIIEH3UA, MpPOXOAAILAS
CKBO3b CHTO C pasMepoM OTBEpCTHii
710 MxM.

7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /
1-ruppoxcuaHajior
KeTopoaka

1-keto analog of ketorolac /
1-KeTOaHANOT KETOpPOIaKa

unidentified impurity /
€NHHHYHAs
HEHAeHTUOUIMPOBAHAAA
npUMeCh

Below LOQ (LOQ = 0.0032 %) /
Hike npeaena KoNUYECTBCHHOO
onpeaenenns (ITKO = 0.0032%)

not more than 0.5 %; / ue Gonee 0,5 %;

0.05%

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

0.03%

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

total impurities /
cyMMa Tipumecei

0.1%

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

8 Water content/
CopepsxaHiie BOAbI

2.1%

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

Remarks : The Product conforms to ND/
[Mpumeyanwue: ITpoaykt cooTeTcTBYET TpeboBatusm HI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: Yogesh Chauhan | ITpoeepeno: Santosh Kumar | Ono6peno: MeHemxkep / Pykosoautens
e =< Maurya Amit Kumar L
/;: /// @,—\ ;f' N
Reprint Date / i Reprint Date / Reprint Date / '
Hara: 11.03.2025 Hata: 11.03.2025 Jara: 11.03.2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Laboratories L,

CEPTHO®UKAT AHAJIHU3A

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

IIponyxr: Keropoa® Dxenpece (xeropoiak) Tabaerxis, iHCHepriupyeMeic B noa0CTH PTa, 10 mr i

Market / Puinok :Russia / Poccus
Batch No / . Batch Quantity / _ 3600000 tab /
Cepust Ne V2SR5 O6bem cepHH ' 3600000 Tab
Analytical Report No/ . 040002831790 Date of Analysis / . 11.03.2025
AnagaTHuecknii oTdet Ne Jata anandsa
Date. of Manufacture / - 02/2025 Date of Expiry / . 01/2027
Jari nponzsoacTea T'open no Sl
Mfg. License No. /

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

JHnen3us Ne

Analysis performed according ND: / Awanus nposeen mo HL: JiTI-J 11(004669)—(I‘T«RU)—i90224

Page 6 of 9/ Crp. 6 m3 9

NNOO Test / Iloka3zaTensn Results / Pe3yabTatbl Specification / Hopma
9 Residual solvents / OcTaTo'iHbIe opranuqeckue' pPACTBOPHTEIH
Isopropyl alcohol / 08 ug/tab/ Not more than 350 pg/tab. /
Hzonpormnauon 08 mkr B TabneTke He 6onee 350 Mkr B TabmeTke.
10 | Microbiological purity*/ Mukpo6uosoruieckas 4HcTOTa®
Total Aerobic Microbial ~ | not more than 10" CFU/g; / =
Count / obliiee 4HUCIO NA He 6omnee 103 KOE/r;
23pobHBIX MUKpPO-
OpraHH3MOB
Total Combined Yeast and not more than 10° CFU/g; /
mold count / oBiee wuco NA He 6onee 10* KOE/T;
OpOMOKEBLIX M TUIECHEBBIX
rpubor
Escherichia Coli NA shell be absent in 1 gram. /
orcyTctBHe B 1 T.
11 | Uniformity of desage units / 10.6 Acceptance value (4¥) not more than
OOHOPOJHOCTH 15.0 Tokasartens npHemaemocty (4V)
OO3UPOBAHHbIX €ANHHI JokeH BuITe He Gonee 15,0.

Remarks : The Product conforms to ND/
ITpumeyarue: IIpoaykT coorsetcrByer Tpebosanuam HJ

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO |

Prepared by / Checked by /

Approved by: Manager/Executive /

Jata: 11.03.2025 Jara: 11.03.2025

Toarorosneno: YogeshChauhan | IIposepero: Santosh Kumar | Ono6pero: Menempkep / PykoBonuTenib
| [// ' Maurya @ Amit Kumar ,\r ) L
W T i Vi
Reprint Date / Reprint Date / Reprint Date / )

JHara: 11.03.2025

Hitg, §idieraises




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

fie Padcy's Laboratories Lid

CEPTH®HKAT AHAJIU3A

S TE0RY =00

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

\Mpoxyxr: Keropon® Ixenpece (keroponak) Tabiers, ancneprupyessie s nosocrn pra, 10mr

| Market / Poinox ‘Russia / Poccus
Batch No/ z Batch Quantity / 3600000 tab /
Cepun Ne g Ob6neM cepun " 3600000 Tab
Analytical RepoUrt No/ . 040002831790 Date of Analysis / . 11.03.2025
AnaauTHueckuii oTyer Ne JlaTa ananusa

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

Jdata npon3zBoACTBA I'open go . | sl
Mfg. License No. / '
HpounszBoacTBennas : MNB/05/263 i RN : SR (A48 )= (R

Homep PY RU)

JHNeH3usA Ne

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

Page70of 9/Crp. 7139

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox B
6aucrepe u3 ([TA/AJIIID ¢
pnaronoraorntenem/I15BIT)

donsrn // (TIB/AJT) doasru. Ilo
2 OaucTepa BMECTE C JIMCTKOM-
BKJI/IBILIEM B navyKy

KapTOHHYIO.

1}? Test / Iloka3are/s Results / Pe3synbTaTbl Specification / Hopma
12 Assay / KonudecrBeHHnoe 9.5mg/9.5 Mr From 90mg to 11.0 mg of
onpeneieHne (95.2 %) C15H;3NO;3+C4H1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 10
11,0 Mr CysH13aNO3+CsH|1NO;3
(xetoposiaka tpomeramMuH) (oT 90,0 10
110,0 % oT 3asBJEHHOro KOJNHYECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0933 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanne 0.0933 wmr B Tabnerxe He Menee 0,042 mr e TabieTke.
GyTHIrHAPOKCHAHH30/a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onncanne 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
6nucrepe n3 (MMA/ATI/II3 €
snaronornotutenem/[19BIT) ¢onbru //
(TI2/AJ1) doneru. [To 1 unu 2 6nacrepa
BMECTE C JIHCTKOM-BKMAZBIIIEM B MauKy
KapTOHHYIO.

Remarks ;: The Product conforms to ND/

Tpumeuanue: [poaykt coorsetcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMonroroeneto: Yogesh Chauhan | Iposepeno: Santosh Kumar | Ono6peno: Menemxep / PykoBoauTens
/ Maurya ) 91 Amit Kumar R
; /; w___ N~ g
Reprint Date / o Reprint Date / Reprint Date / ¥
Jara: 11.03.2025 Hara: 11.03.2025 Jara: 11.03.2025
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

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

Hpoayxr: Ketopon® Ixempece (keropoaak) Tabierks, AHCHEPrapyembie B NOJ0CTH pTa, 10 mr ) _
Market / Poisiok :Russia / Poccus |
Batch No / V2500322 Batch Quantity / 3600000 tab /

| Cepusi No y O6bem cepun * * 3600000 Ta6
Analytical Repo\}‘t No/ . 040002831790 Date of Analysis / . 11.03.2025
AHannTH4yeckHi oTyer Ne Jara anaaH3a
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027
Jara npon3BoAcTBA ] | T'open mo = s ol
Mfg. License No. /
IIpon3BOACTBEHHAS - MNB/05/263 MA number: / : JITI-Ne(004665)-(PT-

Homep PY RU)

aHuenzusa Ne = —
Analysis performed according ND: / Ananns nposeaen mo HI: JII-Ne(004669)-(PT-R1)-190224

Page 8 of 9/ Ctp. 8 3 9

* When the drug product is veleased, the quality control for Microbiological Purity is performed for one batch in

every 20 batches or one batch per year whichever is more.
* [Ipn BBINYCKE JIEKADCTBEHHOTO NPEeNapaTa KOHTPOJIb KAa4€eCTBA 110 TOKA3ATEI0 «MmukpoGuonoruuecKas

YHCTOTAY» MPOBOAMTCS AN KAXKAO0H 20-0# cepHH, H/IH IS OAHO CepHH B rojl, B 3aBUCHMOCTH OT TOrO, TO
HACTYIHT PaHbLie.

| API name / Hanmenoanue ADC: Ketorolac tromethamine / KeToponaka TpoMeTaMuH

' INN / MHH: gmmpee Tois Ketorolac / Keroposak # moalle Bl &+
API manufacturer batch number / ABRHO007887
Homep cepun nponssogutens APC:
FP Manufacturer API Batch number /
Homep cepHH cyOCTAHIHH NPOH3BOAUTEA FERA00522
I'JId:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ilponssogutens APC, crpana: H-p Peqnw'c JTaboparoprc JITA., Unnus
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) /
HaumMeHoBaHHe, afpec, THUEH3HA NIA J-p Peqnu’c JlaGoparopwuc JIta., Muaus, IlpousBoncTeeHHO®
TipanzrnpeTreniaa manmanka / Tinomanka nonpaznenenve-6, Runn, Kxank, Hanarapx Payn, banau, ncTpHKT
KOHTPOJs KayecTsa / Il1omanka BeImycKa Conan, X.J1., 173205, Muausa (nuuensus Homep MINB/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 /
ITprameuanue: [pomykT cootpetcTByeT Tpebosanusm HI 3axmiouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[oarotosieso: Yogesh Chauhan | Tlposepero: Santosh Kumar Ono6peno: Menemxkep / Pykosoautens

{ ? Maurya Amit Kuma S
p/.- /}/ = @—\ i Nr—
o \

Reprint Date / Reprint Date / Reprint Date /
JHara: 11.03.2025 Hata: 11.03.2025 JHara: 11.03.2025

zana, Indis




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJTHU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Hponyxr: Keropon® xenpece (keToposak) TabieTku, gucneprapyembie B OJOCTH pTa, 10 mr _— _ .}
Market / Peinox :Russia / Poccust
Batch No / . Batch Quantity / _ 3600000 tab /
Cepun Ne R O6bem cepHH " 3600000 T26
sfalyticalRepout No/ . 040002831790 Date of Analysis/ . 1) o3 505
Ananuruveckuii oryer No Jara anannsa _ |
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

Jlata nponssoAcTBa T'open no RN
Mfg. License No. / i o
IponssoAcTBEHHAR : MNB/05/263 MA number: / 3 JITI-Ne(004669)-(PT -

Homep PY RU)

JIHLeH3Hs Ne

| Analysis performed according ND: / Anains nposeaen mo HJI: JII-Ne(004669)-(PT-RU)-190224

Page 90f9/Crp. 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».

3aKiI0UeHHe 0 cOOTBeTcTBUH: «HACTOAIINM s NOATBEPHAAIO, YTO ITPUBENCHHAS BhINE HHGOPMALKA ABILIETCA
JIOCTOBEPHOM H TOYHOH. 3Ta Cepus NPOLYKIHMH npou3BeneHa (BKIOYAsS YIAakoBKy (MapKHPOBKY) M KOHTpONb
Ka4eCcTBA) HA BBINICYKa3aHHOH IPOM3BOACTBEHHOM IIIOIAnKe (mnomankax) B IIOJTHOM COOTBETCTEBHH C
Tpe6opanusmMy 1IpaBril HaUIeXalleH TPOU3BOACTBEHHOH MPaKTHKH EBpasuifckoro 5KOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 certs0ps 2022) i Tpe6GoBaHUAMH KOHTPOJIA KaIeCTBA JIEKAPCTBCHHBIX CPE/ICTB,
a TAKKe B COOTBETCTBMH CO CIEH(PHUKAIHIMH, COIEPXKAaIMMHUCA B PErHCTPAlMOHHOM [OCBE CTPAHBI-UMIIOPTEpa.
3ammucH 0o MPOH3BOACTBY, YIIaKOBKE M aHAIU3Y IIPOBEPEHBI, H YCTaHOBICHO HX COOTBETCTBHE TpeboBarusM [Ipapuin
HaJuIexalied MpOU3BOACTBEHHON MPaKTUKK EBpasHHCKOro 3KOHOMHIECKOr0 COI03an.
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