Dr.Reddy’s ":’

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 1 0of 10/ Ctp. 1 n3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

HNpoayxr: Moykana®, TabaeTkH, NOKPLITHIE NUIEHO4HOI 060/104K0i, 400 MT + 325 Mr

Market / PpiHok :Russia / Poccus

Batch No / ) Batch Quantity / . 800000.0 tab /
| Cepust Ne SR O6Bem cepun © 800000.0 126

Analytical Repourt No/ - 040002762424 Date of Analysis / . 20.12.2024

AHanuTHYecKni oT4yeT No JaTa anaansa

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JaTa nmpon3BojacTBa I'open no

Mfg. License No. / MA number: /

IIponzBoacTBeHHASA : MNB/05/263
aunenzus Ne

Homep PY : JITI-Ne(003654)-(PT-RU)

Analysis performed according ND: / Ananu3 nmposeaen mo HJI: JITI-Ne(003654)-(PI'-RU)-101123

Ne |Test/ Iokasatenn Results/ PesyabTaTtbl Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1 |Onucauue one-side scored tablets; white core at |scored tablets;, white or off-white core at the

the cross-section. / Tabnetku

Ha NONEPEYHOM paspese — Apo
OeJloro 1BeTa.

cross-section. / TabaeTku kancynoBUAHOH

KarcyJnoBHAHON (OpMbl, MOKPEIThIE | (POPMBI, TOKPHITHIE IIEHOUHOH 060104k
MIEHOYHOM 060JI0YKOH OpaHXeBOro |OpaH)XeBOTO L[BETA, C PUCKOI Ha OJHOM CTOPOHE;
LIBETa, C PUCKO# Ha O/IHOI CTOpOHE; |Ha MONMEPEYHOM paspese — AApo Oenoro uin

o4ty 0€ejoro 1BeTA.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanne: [TpoayxT cooTBeTcTBYeT Tpebopanuam HJI 3akmoyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Mahager/Executive
ITonarorosneno: Shivani Devi [TpoBepeno: Santosh Kumar /Onobpeno: Mengxep /
— Maurya ‘ PykoBoautens: Abhishek;Chauhan

A (@ i
Reprint Date: Reprint Date: Reprint Date:
Hara: 20.12.2024 Hara: 20.12.2024 Hara: 20.12.2024

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




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Page 2 of 10 / Crp. 2 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: UGykanH®, Ta6/eTKH, NOKPBIThIE ILIEHOYHOI 060104KOi, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / , Batch Quantity / . 800000.0 tab /

Cepusi Ne + V2402688 O6bem cepun ~ 800000.0 Tab

Analytical Repo\}‘t No/ - 040002762424 Date of Analysis / - 20.12.2024

AHaJHTHYEeCKH oTueT Ne HaTa anann3za

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

Jara npouseoacrea Tojen a0

Mfg. License No. / .

Ipon3BoacTBenHasn : MNB/05/263 TRy . JIMI-Na(003654)-(PT-RU)
Homep PY

aunensus Ne -

Analysis performed according ND

: / Auanns nposenen no HJL: JITI-Ne(003654)-(PI-RU)-101123

2 |Identification /
INoauHHOCTEL

Complies as prescrihed/
CooTBeTcTByeT

The retention times of the main peaks on the
chromatogram of the test solution should
correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetamol
reference standards solution (section Assay) /
BpemeHna ynepxuBaHHS OCHOBHBIX IHKOB Ha
XpoMaTorpaMme HCIHBITYEMOr0 PacTBOpPa AOJKHBI
COOTBETCTBOBATh BpEMEHAM YAEPKUBAHUS THKOB
Ha XpoMarorpaMMeé pacTBOpa CTaHJAapTHBIX
oOpasuoB ubynpodeHa U mapareramorna (paszaen
«KoymuecTBeHHOE onpeieneHnes)

3 |Average tablets weight /

Cpeausisa macca Ta6J1eToK

970.1 mg/970.1 mr

940.9 mg to 999.1 mg
(970.0 mg + 3.0 %) /
Or 940,9 MI' J0 999,1 Mr

(970,0 Mr % 3,0 %)

4 Disintegration /
Pacnagaemoctn

07 min 16 sec / 07 muH 16 cex

Not more than 30 min /
He 6onee 30 Mmun

Remarks : The Product conforms to ND/
ITpumeuanne: IIpoaykr cootreTcTBYeT TpeGoBanuam HJT

Opinion : APPROVED
3aknouenne: OJJOBPEHO

Prepared by /

A1

Iloarorosneno: Shivani Devi

Checked by /

Maurya

@

—_—1

IIpoBepeno: Santosh Kumar

Approved by: Manjager/Executive
/Opo6peno: Menefukep /
PykoBoautenn: Abhishek C?hauhan

L

Reprint Date:
Hara: 20.12.2024

Reprint Date:
Hata: 20.12.2024

Reprint Date: /
Jara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hil's, Hyderabad - 500034, Telangana, india
Tel: +91 4G 4960 2900, Fax: +51 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

wwyv.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories |td.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 3 of 10/ Crp. 3 n3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Ipoaykr: H6ykann®, TabIeTKH, IOKPbIThIE IJIeHOYHOl 060104K0i, 400 Mr + 325 Mr

Market / Pbinok :Russia / Poccns

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne # V2402688 O6bem cepuu " 800000.0 Tab

Analytical Repourt No/ - 040002762424 Date of Analysis / - 90.12.2024
AHAaTHTHYECKHIT oTUeT No JlaTa aHa/IH3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JlaTa mpoH3BOJACTBA I'ogen 1o

Mfg. License No. / MA number: /

IlpousBoacTBeHHas! : MNB/05/263 Howmep PY : JIII-Ne(003654)-(PI'-RU)

JHIeH3HA Ne

Halysis performed according ND: / AHaau3 nposeaen no HJI: JITI-Ne(003654)-(PT-RU)-101123

5 |Dissolution /

PacTrBOopenne
101 % to 102 %

97 % to 103 %

Not less than 70% (Q) of Ci3HisO2 (ibuprofen)
after 30 min/

He meree 70 % (Q) C13Hi302 (ubynpoden) uepes
30 muH

Not less than 70% (Q) of CsHoNO> (paracetamol)
after 30 min /

He menee 70 % (Q) CsHoNO: (nmapaueramon)
yepes 30 MUH

Remarks : The Product conforms to ND/
Ipumeuanue: IIpoaykr cootBeTcTBYeT Tpebopauuam HJL

Opinion : APPROVED
3axmarouenue: OJJOBPERO

Prepared by / Checked by /

[Toxarorosneno: Shivani Devi [TpoeepeHo: Santosh Kumar /Ono6peHo: Mene

Approved by: Mangger/Executive
ep/

»T_ Maurya % PykoBogutens: A ishek;’.‘.hauhan
Reprint Date: Reprint Date: Reprint Date: r
Hara: 20.12.2024 Hara: 20.12.2024 Hara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 49G0 29060, Fax: 491 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
wwy.drreddys.com




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

Do
Dr Reddy’s ‘... Viil. Khol, Nalagarh Road, Baddj,
® . Distt. Solan, H.P.,, 173 205, INDJA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 4 of 10/ Ctp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: M6yknnu®, TabaeTkH, NOKpPLIThIE IUIEHOYHOH 060s10uK0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust Ne V2402688 Obnem cepuu " 800000.0 Tab

Analytical Repourt No/ . 040002762424 Date of Analysis / . 90.12.2024

AHanuTHYECKHI oTueT Ne JaTta ananu3za

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2029

JlaTa npou3BOACTBA T'onen mo

Mfg. License No. / MA number: /

IIponsBogcTBeHHas : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

JuneH3us Ne -

Analysis performed according ND: / Ananus nposeaen o HJI: JITI-Ne(003654)-(PT-RU)-101123

" 6 |Related substances / 0.0001% 4-aminophenol (paracetamo! impurity) - not more
PoacTBeHHbIEe IpUMeECH than 0.005% /
Method 1/ Meron 1 4-amuHodenon (mpUMech MNapaueramoja) He

6onee 0,005 %

Method 2 / Metog 2 Any individual impurity (of ibuprofen or
Below BDL / Hixe nopora paracetamol) - not more than 0.3% /

perncrpanuu Jlobas emunuuHas mpuMech (ubynpodena unu
napaueramona) He 6onee 0,3 %
. Total impurities (Method 1+ Method 2) - not more
0.0001% than 0.7% / Cymma npumeceii (Meton 1 + Metog
2) e 6onee 0,7 %
7 (Water / Boaa 1.4 % Not more than 5.0% /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [Iponykr cooTBeTcTBYeT TpeboBanusam HJI 3axmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
ITogrorosaeno: Shivani Devi [Ipoepeno: Santosh Kumar /Ono6peHo: Menejpxep /
Maurya Pykosonurens: Abhishek "hauhan
NS @ =
Reprint Date: Reprint Date: Reprint Date:
Hara: 20.12.2024 Jata: 20.12.2024 Hara: 20.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984P1.COO4507
www.drreddys.com




Dr.Reddy’s ":‘

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 5 of 10/ Crp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpogykr: Hoykmmu®, TabiaeTin, noKphIThie IUIEHOUHON 060/109K0i, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccusi
Batch No / . Batch Quantity / . 800000.0 tab /
Cepusn No i NES0Zos0 O6bem cepun " 800000.0 Tab
Analytical Repourt No/ - 040002762424 Date of Analysis / . 90.12.2024
AHanurudeckuii oTuer Ne HaTta aHaiu3a
Date of Manufacture / - 11/2004 Date of Expiry / - 10/2029
Jara npon3BoacTBa I'onen no
Mfg. License No. / MA number: /
[pousBoacTBeHHAast : MNB/05/263 : : JIII-Ne(003654)-(PI"-RU)
Homep PY
| iuneH3as Ne

Analysis performed according ND

: / Anann3 nposenen no HJI: JIH-N9(063654)-(PF-RU)-101123

8 |Uniformity of dosage
units /

OZHOPOIHOCTD
JIO3UPOBaHHUS

- ibuprofen / ubynpoden

- paracetamol /
napaleTamot

23

2.2

Acceptance value (AV) should be not more than
15.0 /Iloxazareab npuemsiemocty (AV) 00/pKeH
ObITh He Oonee 15,0

Acceptance value (AV) should be not more than
15.0 /Iloka3sarens npuemnemoctd (AV) 10/DKeH
ObITH He 6ojtee 15,0

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykt coorBeTcTBYET TpeGOBaHUsIM HJT

Opinion : APPROVED
3aknoyenne: OJIOBPEHO

Prepared by /

Ar

IToarorosneno: Shivani Devi

Checked by /

Maurya

@

[TpoBepeHo: Santosh Kumar

Approved by: Manager/Executive
/Onobpeno: Menefixep /
PykoBoautens: A hishey’Chauhan

Reprint Date:
Hara: 20.12.2024

Reprint Date:
Hara: 20.12.2024

Reprint Date:
Hara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: LB5195AP1984PLC0OD4507

wwyv.drreddys.com




Dr.Reddy’s Q§°

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDI|A

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 6 of 10/ C1p. 6 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

ITpoayxr: I/Iﬁmem@, Ta(JIETKH, OKPHITHIE IIEHOYHOI 000/104K0i, 400 mr + 325 mr

Jgunensus No

Market / Poinok :Russia / Poccus

Batch No / ‘ Batch Quantity / . 800000.0 tab /

Cepust Ne V2402688 O0nem cepuu " 800000.0 Tab

Analytical Report No/ 040002762424 Date of Analysis / - 20.12.2024
AuandrHyeckHuii otget Ne JlaTa aHau3a

Date of Manufacture / . 11/2024 Date of Expiry / - 10/2029

JaTa npou3BoacTBa T'onen no

Mifg. License No. / MA number: /

IIpousBoacTBeHHAsN : MNB/05/263 Homep PY . JII-Ne(003654)-(PT'-RU)

Analysis performed according ND: / Auanu3 npoBeaen mo HJI: JITI-Ne( 003654)-(PF—RU)-101123_

9 |Microbiological purity* /
MuxpobuoJiorunyeckasn
yHceTroTa*

a) Total aerobic microbial
count / OOuiee 4ncio
a’pobHbIX

MHKPOOPTraHU3MOB

NA

NA
b) Total combined yeasts
and mould count / Obuee
YHCJIO JPONOKEBBIX U
TUIECHEBBIX FPUOOB

c) E. coli

NA

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

Shall in B

1r

be absent lg / OrtcyrcTBUE

Remarks : The Product conforms to ND/
IIpumeyanue: [Tpoaykt coorBercTByeT TpeboBaHusM HJI

Opinion : APPROVED
3aknwuenne: OJIOBPEHO

Prepared by / Checked by /
IMoarorosaeno: Shivani Devi

M

Maurya

[TpoBepeHo: Santosh Kumar

Z

Approved by: Manager/Executive
/Onobpeno: Menegixep /

L -

Reprint Date:
Hara: 20.12.2024

Reprint Date:
Hata: 20.12.2024

Pykosoautens: Afhishek ?hauhan

Reprint Date:
Jara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

500034, Telangana, India

Tel. +91 40 4900 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com

CiN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s “3."

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDjA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page 7 of 10/ Ctp. 7 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Hpoaykr: Moykaun®, Tabierky, MOKPLITHIE IUIEHOYHO obonouroii, 400 mr + 325 mr

Market / PoiHoK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepmst No + V2402688 O6nem cepuu "~ 800000.0 Tab

Analytical Report No/ - 040002762424 Date of Analysis / - 20.12.2024

AHanuTHYeckHit oTueT Ne Jara anaimsa

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029

Jara npoussogcria Iojen no

Mfg. License No. / MA number: /

IIponsBoacTBeHHast : MNB/05/263 ) ¢ JII-Ne(003654)-(PT"-RU)
Homep PY

JHnensus N

Analysis performed according ND: / Ananus nposegen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

10 |Assay / KosmuyecTBeHHOE
olipejiejieHHe

tablet /

360.0 to 440.0 mg of Cy3Hi30, (ibuprofen) per

397.5 mg/397.5 mr

320.82 mg /320.82 mr

Ot 360,0 mr o0 440,0 mr C13H130; (ubynpoden) B
Tabnerke

292.5 to 357.5 mg of CsHyNO; (paracetamol) per
tablet /

Ot 292,5 mr 1o 357,5 mr CsHyNO; (napaueramon)
B TabneTke

11 | Package / Ynakoeka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 TabneTox
B [IBX/Al 6nuctep. ITo 1 6aucrepy
B Na4yKy KapTOHHYIO BMECTE C
WHCTPYKLHLH 110 NPHMeIISIIIOo,

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnerox B [IBX/Al 6nuctep. ITo 1, 2 wnu 20
OnmicTepoB B mMauKy KapTOHHYK) BMECTE C
MHCTPYKIHEH 10 NpUMEHEHHIO,

12 | Labeling / MapkupoBka

According to ND. / B cooTBeTcTBHH C

H.

XpaneHue

13 | Storage conditions /

At temperature not more than 25 °C. /
IIpu Temnepatype He Bbiie 25 °C.

roiHoCTH

14 | Shelf life / Cpox

5 years/ 5 net

Note: References in the normative document are given to the Rus. Ph XIV.

Remarks : The Product conforms to ND/
ITpumeuanne: [Tpoaykr coorsercrayer Tpeboanusam HJJ

Opinion : APPROVED
3akniouenune: OJIOBPEHO

Prepared by /

IToarorosneHo; Shivani Devi

Checked by /

Maurya

7

ITposepeno: Santosh Kumar

Approved by: Mangger/Executive
/OnobpeHo: Menejixep /
PykoBoaurens: Aphishek f‘hauhan

Reprint Date:
Hata: 20.12.2024

Reprint Date:
Hara: 20.12.2024

Reprint Date:
Hara: 20.12.2024

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

Tel: +91 40 49G0 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLCOO4507

wwwy.drreddys.com




Dr.Reddy’s 1':’

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIJA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A
Page 8 of 10 / Ctp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

ITpoaykr: Woyknun®, Tabaerku, NOKPLITHIE INIEHOYHO# 000J104KO0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poceus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne i Ob6bem cepun " 800000.0 Tab

Analytical Rep0ft No/ - 040002762424 Date of Analysis / - 20.12.2024
AHanHTHYecKHii oTyeT No JlaTta aHajin3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

Jara nponssogcrsa Tomen mo

Mfg. License No. / MA number: /

IIpoussoacTBeHHas : MNB/05/263 ) . JIII-Ne(003654)-(PT-RU)

Homep PY

| amensnsa No

Analysis performed according ND: / Ananns nposenen no HJI: JIII-Ne(003654)-(PT-RU)-101123

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis.

IIpumeyanue: CcbuUlkM B HOPMATHBHOMM IOKyMEHTALMH NIpHBeeHb! Ha ['D PO XIV.

* IIpoBOAMTCS IPOM3BOAUTENEM IIPH BBINYCKE NEPHOJUYECKH: JUTsl Kaxuoi 20-0ii CepHH UK HE MeHee | paza B
roz. ITokasatesb MOXeT ObITh He BKIIOUEH B CepTU(UKAT aHanmu3a GUPMBL.

API name / HaumenoBauue A®C:

Ibuprofen / Ubynpoden

Paracetamol / [apaueramon

INN / MHH:

Ibuprofen / U6ynpoden

Paracetamol / [Mapaueramon

API manufacturer batch number /

1101/24/A-3393 APAP/24091294
Homep cepnu nponssogntens ADC:
FP Manufacturer API Batch number / ]
Homep cepun cy6cTaHIMH IPOU3BOANTEJIS FERA00601 FERAO00539
rJid:
IOL Chemicals and

API Manufactured by & country /
IIpouseoautens A®C, crpaHa:

Pharmaceuticals Limited, India /
HOJI Kemukanc suj
®apmacbrotakaic JlumuTes,
Hunus

Granules India Limited, India /
I'panynec Unnus JInmuren, Unans

Name, address, authorization No for FpP

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Kholj

Remarks : The Product conforms to ND/
Ilpumeyanwne: [Iponykt cootBercTBYyeT TpeboBanusam HJJ

Opinion : APPROVED
3axmiouenne: OI[OHPEHO

Prepared by / Checked by /
IToarorosneno: Shivani Devi

—

‘ Maurya

ITposepeHo: Santosh Kumar

N

Approved by: Mangger/Executive
/Onobpeno: Menejixep /
PyxoBoaurens: A hishek Fhauhan

N

Reprint Date:
Hara: 20.12.2024

Reprint Date:
Hara: 20.12.2024

Reprint Date:
Hara: 20.12.2024

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

Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr. Reddy's Laboratories |td.
®o Formulation Unit-6
! ". Viil. Khol, Nalagarh Road, Baddi,
Dr' Reddy S ® Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIM3A

Page 9 of 10 / Crp. 9 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Hpoaywkr: Hoykamn", TabueTku, HOKPHITHIE NJIeHOYHO obos10ukoii, 400 Mr + 325 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepns Ne i V2402688 O6nem cepuu " 800000.0 Tab

Analytical Repo\rt No / - 040002762424 Date of Analysis / - 20.12.2024

AHaJIHTHYEeCKUH oT4yeT No HaTa ananusa

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

Jara npousBoacrsa I'ojten o

Mifg. License No. / MA number: /

IlpoussoacTeennas : MNB/05/263 : : JHI-Ne(003654)-(PT'-RU)
Homep PY

aumenzus No

Analysis performed according ND: / Ananu3 npoeenen no HJL: JII-Ne(003654)-(PI-RU)-101123

manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumeHoBaHue, aapec, MHueH3us a1 H-p Pennn’c Jlaboparopuc Jita., Unaus, IIpousBoacTeenHoe
ITponsBoacTBennas miuomanka / Inomanka nozpaszenenue-6, Buut. Kxons, Hanarapx Poyn, Bannu, Jyctpukr
KOHTpoJIst KavecTBa / Illomagka Beinycka Conan, X.I1., 173205, MHaus (mueH3sns HoMep MNB/05/263)

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 establishedy.

3akaroyenue o coorsercTeuu: «Hactosuny g MOATRENKIAKY, TN MPURENIPHHAY BRIE HHGOPMALII ADISOTON
AOCTODCPIIOH 1 TOYHOH. DTa Cepuy upUAYKUMM LPOU3BEEHA (BKIIOUAS YNAaKOBKY (MapKMPOBKY) M KOHTpOJb
Ka4yecTBa) Ha BBIUEYKA3aHHOW [IPOU3BOJCTBEHHONM IUIOMIAKE (nuomagkax) B IOJHOM COOTBETCTBHH C
TpeGoBanusamu TlpaBun Haasexallei MPOU3BOACTBEHHOM NpakTHKN EBpasuiickoro sxoHoMuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabpst 2022) 1 TpebOBAaHMAMM KOHTPOJIS KaYeCTBa JIEKAPCTBEHHBIX CPEACTS,
a TaloKe B COOTBETCTBMM CO CNELUPUKALMAMH, COAEPIKALUMUMHUCS B PETUCTPALIIOHHOM JI0Che CTpaHBI-UMIIOpTEpA.

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuannue: Tpoaykr coorsetcTByeT TpeGosanusm HJT 3axmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
Ioarotoeneno: Shivani Devi IIpoBepeHo: Santosh Kumar /Onobpeno: Meneuiep /

b = Maurya @ PykosoanTenn: Abjlishek Ch;uhan

1 il /

Reprint Date; Reprint Date: Reprint Date:
Hara: 20.12.2024 Jara: 20.12.2024 Hara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
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[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Npoayxr: U6ykaun®, TabeTku, NOKPLITHIC ILJIEHOYHOH 060104K0ii, 400 Mr + 325 Mr
Market / PoiHok :Russia / Poccust
Batch No / : Batch Quantity / . 800000.0 tab /
Cepust N i Vasheess O6bem cepun " 800000.0 Tab
Analytical Repovrt No / - 040002762424 Date of Analysis / - 20.12.2024
AHaJIMTHYeCKHH oTueT Ne JlaTa anann3za
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029
JaTta npou3BoacTBa Togen mo
Mfg. License No. / MA number: /
IIpon3BoacTBeHHAS : MNB/05/263 ’ : JIII-Ne(003654)-(PT'-RU)
Homep PY
JiHneH3us Ne B
Analysis performed according ND: / Anajus nposenen no HJI: JIIT-Ne(003654)-(PT-RU)-101123

3anucH no [IPOU3BOACTBY, YIIAKOBKE H @aHAJIU3Y NPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBUE TpC6OBaHH)IM HpaBym
Haanexaiiei ﬂpOHSBO)ICTBCHHOﬁ MpaKTHKHU EBpasnﬁcxoro JKOHOMHUYECKOI'O COKO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanune: Ipoaykr coorsercTByeT TpeboBanusm HJJ 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
Iloarororneno: Shivani Devi IIpoBepeHo: Santosh Kumar /Onob6peno: Menenzkep /

A.T/ Maurya @ PykoBonutens: AbHishek ?hauhan
Reprint Date: Reprint Date: Reprint Date: -
JHara: 20.12.2024 Hara: 20.12.2024 Hara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2960, Fax: +51 40 4900 2996, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCOD4507
wwyy.arreddys.com




